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Abbreviations and_ #lcronyms

Below is a list of abbreviations and acronyms that are commonly used in the WISEWOMAN program.

A1lc test

ADA

ATP 1l

BCCEDP

BMI

CDC

CLIA

CHD

CVD

CVH

DASH

DBP

DCPC

DDT

DHDSP

DHHS

DNPA

FPG test

GPRA

HBP

HDL-C

Glycosolated hemoglobin test
American Diabetes Association

National Cholesterol Education
Program, Adult Treatment Panel Il
Report (National Cholesterol Education
Program, 2001)

State/tribal level activities sponsored
by the National Breast and Cervical
Cancer Early Detection Program

Body mass index

Centers for Disease Control and
Prevention

Clinical Laboratory Improvement
Amendments

Coronary heart disease
Cardiovascular disease
Cardiovascular health

Dietary Approaches to Stop
Hypertension

Diastolic blood pressure

Division of Cancer Prevention and
Control

Division of Diabetes Translation

Division for Heart Disease and Stroke
Prevention

Department of Health and Human
Services

Division of Nutrition and Physical
Activity

Fasting plasma glucose test

Government Performance and
Results Act

High blood pressure

High-density lipoprotein cholesterol

HRSA

HTN

IRB

JNC 7

LDL-C

LSl

MDE

NBCCEDP

NCCDPHP

NCEP

NHLBI

NIH

OGTT

OSH

PA

PHS

PRC

RFA

RTI

SBP

SIP

TLC

WISEWOMAN

Health Resources and Services
Administration

Hypertension

Institutional Review Board

Seventh Report of the Joint National
Committee on Prevention, Detection,
Evaluation, and Treatment of High
Blood Pressure (JNC 7, 2004)
Low-density lipoprotein cholesterol
Lifestyle Intervention

Minimum data element

National Breast and Cervical Cancer
Early Detection Program

National Center for Chronic Disease
Prevention and Health Promotion

National Cholesterol Education Program
National Heart, Lung, and Blood Institute
National Institutes of Health

Oral glucose tolerance test

Office on Smoking and Health

Program Announcement

Public Health Service

Prevention Research Center

Request for application

Research Triangle Institute

Systolic blood pressure

Special interest project

Therapeutic lifestyle changes

Well-Integrated Screening and
Evaluation for Women Across the Nation
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Overview of the Document

Overview of the Document

This document was written to provide you and your project staff with
the resources and guidance you need to develop, operate, and evaluate
a WISEWOMAN project.

The document is organized into five chapters. Chapter 1 provides
background information and the philosophy of the CDC WISEWOMAN
program. Chapter 2 focuses on resources and information needed to
administer a WISEWOMAN project. Chapter 3 provides resources and
guidance to establish chronic disease risk factor screening for
WISEWOMAN participants. Chapter 4 contains information to help
projects provide a lifestyle intervention that will help participants con-
sume a heart-healthy diet, increase physical activity, and live
tobacco-free. Chapter 5 contains information on program and project
evaluation.

Each chapter begins with a brief overview of its contents. Relevant
policies are located in boxes throughout each chapter, and an explana-
tion about the policy follows, as needed. A list of all references and
sources cited are summarized at the end of the chapters. Additional
resources that contain more information on the topic may also be
included. The comments in the margin provide you with an explanation
for frequently asked questions, point you to another area in the docu-
ment that contains related information, summarize content, or
emphasize a point.

The appendixes contain a list of key terms and their definitions, docu-
ments that provide background information or explain why the program
has selected a certain course of action, some pertinent publications
that you might not have easy access to, and forms that your project
can use.
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Vision of WISEWON AN

A world where any woman can access preventive health services and
gain the wisdom to improve her health.

Mission of WISEWON AN

Provide low-income, underinsured, or uninsured 40- to 64-year-old
women with the knowledge, skills, and opportunities to improve their
diet, physical activity, and other life habits to prevent, delay, or control
cardiovascular and other chronic diseases.
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Executive Summary

In 1993, Congress authorized the Centers for Disease Control and
Prevention (CDC) to establish the WISEWOMAN demonstration pro-
gram to extend the services provided within the National Breast and
Cervical Cancer Early Detection Program (NBCCEDP) framework. This
framework provides the opportunity to target other chronic diseases
among women, including heart disease, the leading cause of death
among women. A subset of the women (those who are 40-64 years of
age) who participate in NBCCEDP may also participate in WISEWOMAN.
Addressing risk factors such as elevated cholesterol, high blood pres-
sure, obesity, sedentary lifestyle, diabetes, and smoking can help reduce
a woman'’s risk of cardiovascular disease-related illness and death.

The primary purpose of the WISEWOMAN program is to reduce cardio-
vascular disease and chronic disease risk factors for low-income and
uninsured women. In addition, the WISEWOMAN program allows
Congress to see whether it is practical to offer additional preventive
services through the established NBCCEDP framework. The program
also allows the benefits of such services for low-income and uninsured
women to be measured. There are two types of WISEWOMAN projects:

Standard projects. The major goal of standard projects is to use
effective approaches while conducting the following activities for
women aged 40-64 who participated in the NBCCEDP: recruitment;
screenings for blood pressure, cholesterol, glucose, weight, smoking,
and other conditions (when appropriate); referral; lifestyle intervention
(to include promotion of heart-healthy diet, increased physical activity,
and tobacco cessation); support and tracking; evaluation; professional
and public education; and community engagement.

Enhanced projects. Enhanced projects are designed to determine
the most effective lifestyle interventions for underserved women by
comparing women who receive an enhanced intervention with women
who receive a minimum intervention or usual care. One major goal of
enhanced projects is to use scientifically rigorous methods to test the
effectiveness and cost-effectiveness of a behavioral or lifestyle interven-
tion that is grounded in the social and cultural context of the priority
population and that is aimed at preventing cardiovascular disease. The
other major goal is to translate and transfer successful interventions and
program strategies to other programs that serve financially disadvan-
taged women.
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As part of the WISEWOMAN program, CDC encourages the existing
projects to be creative and flexible in developing models that will be
effective in decreasing risk factors for lowering cardiovascular disease
and other preventable chronic diseases through nutrition, physical
activity, and tobacco cessation interventions. Because projects need
maximum flexibility, only those policies needed to effectively administer
and meet legislative requirements have been developed. Summaries of
these policies follow, but policy details are provided in various chapters
of this guidance document. New policies will be developed as needed
with input from WISEWOMAN stakeholders and consultants. See
Appendix A for the WISEWOMAN policy development framework.

This WISEWOMAN guidance and resource document also provides
background information, explanations of legislative requirements, and
WISEWOMAN cooperative agreement and program management
policies. Appendix B contains definitions of key terms pertinent to the
WISEWOMAN program. All WISEWOMAN project staff are encouraged
to become familiar with this document. As with any program, this
document is a work in progress. As new policies and supporting
materials are developed, they will be made available.
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WISEWON AN Policies, At A Glance

Chapter 2: Administering Your WISEWOMAN Project

Governing Legislation Policy

Your WISEWOMAN project must follow the legislative requirements detailed in 42 U.S.C. Section 300k
of the Public Health Service Act, as amended. NBCCEDP projects also follow these requirements.

Requirement of Matching Funds Policy

For every $3 of federal funds provided by the cooperative agreement, your WISEWOMAN project must
contribute $1 in nonfederal contributions, either directly or through public or private donations, as required
by Public Law 101-354.

60%/40% Distribution Policy

At least 60% of your project’s cooperative agreement funds must be used for screening, health education/
lifestyle intervention sessions, diagnostic tests, laboratory fees, tracking, follow-up, and support services to
maximize participation in screening and lifestyle intervention sessions. The remaining 40% or less should
be used for public education initiatives, professional development, partnerships, community engagement,
evaluation and research, and administration as described in 42 U.S.C. Section 300k(a) and 300m(a) of the
Public Health Service Act, as amended.

Administrative Expenses Policy

Your project cannot spend more than 10% of federal funds annually for administrative expenses, as noted
in 42 U.S.C. Section 300n(f) of the Public Health Service Act, as amended. Administrative expenses are a
portion of the 40% component of the budget and are in lieu of indirect costs.

Policy Requiring Two Full-Time Staff Members

Your project must appoint or hire at least two professional staff members to work full-time on WISEWOMAN.
One employee shall be a full-time program coordinator, and the other should be an intervention specialist
with experience in nutrition, physical activity, or health education. Projects will identify and oversee a
WISEWOMAN evaluation team with appropriate experience and training.
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Policy on Allowable Diagnostic Tests

WISEWOMAN funds can be used for the following diagnostic tests: fasting lipoprotein panel and fasting
plasma glucose (FPG) measurement or oral glucose tolerance test (OGTT).

Policy on A1C Testing

For women with previously diagnosed diabetes, projects may use WISEWOMAN funds to pay for A1C
(glycosolated hemoglobin) testing in lieu of a fasting plasma glucose test. This test, as with all other tests
conducted at the initial screening visit, will be performed again 1 year (10-14 months) later at the evalua-
tion (first annual) screening visit.

Policy on Evaluation (First Annual) Screening Visit

A system must be in place to track all new WISEWOMAN participants, regardless of screening results, to
remind them to return for their evaluation (first annual) screening, which occurs 10-14 months after the
initial screening. At least 75% of all new women screened will return for the evaluation screening.

The evaluation screening will consist of the same screening tests that were completed at baseline and will
use the same health behavior questions asked during the initial visit. (These are reported as minimum data
elements.)

Policy on Medical Referrals for Women with Abnormal Values

A major responsibility of your project staff is to ensure that women with abnormal screening values are
referred to a health care provider for appropriate diagnostic examinations in accordance with national and
program guidelines. You do not need to submit results from this office visit to CDC, but you will want to
periodically review the referral data to detect any problems with your referral system.

Policy on Medical Referral and Documentation for Women with Alert Values

Women with alert screening values must be evaluated and treated immediately or within 1 week, depend-
ing on the clinical situation, in accordance with national and program guidelines. For each woman with an
alert value, you must document her referral date, diagnostic exam date, and if the medication was pre-
scribed as a minimum data element and submit these data semiannually to Research Triangle Institute.
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Chapter 3: Setting Up Your Screening and Referral Services

Policy on Allowable Office Visits

WISEWOMAN funds can be used to reimburse a maximum of two office visits per year for each partici-
pant. The content of the office visits will be consistent with the intent of a screening program rather than a
treatment program. However, at the discretion of your project, these office visits may be used to provide
more in-depth counseling about risk reduction; to reassess whether blood pressure, glucose, or choles-
terol goals have been met as a result of completing the lifestyle intervention; to conduct allowable
diagnostic testing; or to provide WISEWOMAN screening.

Policy on Allowable Screening Tests

WISEWOMAN funds can be used for the following tests:

e Resting pulse.

e Blood pressure.

e Serum total cholesterol (nonfasting).

e High-density lipoprotein cholesterol (HDL-C) (nonfasting).
e Height and weight measurements.

e Panels that include assessment of blood glucose.

e Urine analysis, including a test for urine cotinine.

e Paper-and-pencil tests, interviews, or computerized methods that measure level of physical activity,
dietary intake, smoking, osteoporosis risk status, immunization status, or other chronic disease risk
factors or preventable health problems.

If a woman is fasting during her screening visit, a fasting lipoprotein analysis is allowed and should be
conducted to determine cholesterol level, and a fasting plasma glucose is allowed and should be con-
ducted to determine her glucose level.




XVi Trt HeaRT of THE MATTIR ® Guidance and Resources for WISEWON[ AN Projects

Policy on Allowable Diagnostic Tests

WISEWOMAN funds can be used for the following diagnostic tests: fasting lipoprotein panel and fasting
plasma glucose (FPG) measurement or oral glucose tolerance test (OGTT). The use of program funds for
other diagnostic tests will require substantial justification by the project.

Policy on A1C Testing

For women with previously diagnosed diabetes, projects may use WISEWOMAN funds to pay for A1C
(glycosolated hemoglobin) testing in lieu of a fasting plasma glucose test. This test, as with all other tests
conducted at the initial screening visit, will be performed again 1 year (10-14 months) later at the evalua-
tion (first annual) screening visit.

Policy on Evaluation (First Annual) Screening Visit

A system must be in place to track all new WISEWOMAN participants, regardless of screening results, to
remind them to return for their evaluation (first annual) screening, which occurs 10-14 months after the
initial screening. At least 75% of all new women screened will return for the evaluation screening.

The evaluation screening will consist of the same screening tests that were completed at baseline and will
use the same health behavior questions asked during the initial visit. (These are reported as minimum data
elements.)

Policy on Medical Referrals for Women with Abnormal Values

A major responsibility of your project staff is to ensure that women with abnormal screening values are
referred to a health care provider for appropriate diagnostic examinations in accordance with national and
program guidelines. You do not need to submit results from this office visit to CDC, but you will want to
periodically review the referral data to detect any problems with your referral system.

Policy on Medical Referral and Documentation for Women with Alert Values

Women with alert screening values must be evaluated and treated immediately or within 1 week, depend-
ing on the clinical situation, in accordance with national and program guidelines. For each woman with an
alert value, you must document her referral date, diagnostic exam date, and if the medication was pre-
scribed as a minimum data element and submit these data semiannually to Research Triangle Institute.
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Policy on Case Management

Although WISEWOMAN supports the use of case management to improve adherence to national clinical
care guidelines, your project should offer WISEWOMAN-funded case management services only to
women with alert values. WISEWOMAN-funded case management services must end when a woman
begins receiving prescribed treatment or is no longer eligible for the WISEWOMAN program.

Policy on Access to Medication

Although you cannot use WISEWOMAN funds for treatment, including medication, you must develop a
system to ensure access to medications for women who require this augmentation to lifestyle or behavior
changes. You should describe this system in your project’s protocol.

Policy on Ensuring Adherence to National Guidelines

To ensure that participants receive high-quality care, your project should contract only with health care
practitioners who agree to provide care in accordance with national clinical care and prevention guidelines.
In addition, your project should offer these practitioners professional development opportunities that
promote the use of national guideline recommendations.

Chapter 4: Building a Successful Lifestyle Intervention

Policy on Diabetes-Specific Interventions

Diabetes-specific interventions, to include medical nutrition therapy, will not be reimbursed with
WISEWOMAN funds. However, the time spent to identify resources for women with diabetes and to refer
these women to diabetes-specific interventions can be supported by WISEWOMAN funds. The
WISEWOMAN program recommends that projects identify affordable resources and provide referrals for
women with diabetes.




XViii Trt HeaRT of THE MATTIR ® Guidance and Resources for WISEWON[ AN Projects

Policy on Lifestyle Intervention Management

You may use WISEWOMAN funds to provide management and support services to promote complete
attendance at and adherence to your project’s standardized lifestyle intervention program:

e Standard projects must ensure that 75% of new women who have completed baseline screening
attend at least one lifestyle intervention session and that 60% attend all intervention sessions.

e Enhanced projects must ensure that at least 75% of new women who have completed baseline screen-
ing in the intervention group complete all lifestyle intervention sessions.

Policy on Tracking Participation in Lifestyle Interventions

Projects will develop a system for analyzing participant data to ensure that a woman enrolled in the lifestyle
intervention receives the complete intervention program in a timely manner and to assist with program
evaluation.

Chapter 5: Evaluating Your Efforts and Demonstrating That WISEWOMAN Works

Policy on Minimum Data Elements and Cost Da

Your project should collect and report minimum data elements and cost information in the format sug-
gested by the program to its evaluation contractor (Research Triangle Institute) twice a year:

Report on April 15 Data collected from program inception through December 31 of the
previous year.

Report on October 15  Data collected from program inception through June 30 of the current year.
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Chapter 1: WISEWOMAN"s
Approach to Improving Public Flealth

This chapter should answer many of your questions about the
WISEWOMAN program—how we began, our approach to promoting
the health of underserved women, and how our services build on the
strong foundation already established by CDC’s National Breast and
Cervical Cancer Early Detection Program.

How and Why Did WISEWOMAN Start?

Heart disease, stroke, cancer, and diabetes account for about two-
thirds of all deaths in the United States.! Many studies have shown that
we can lower people’s risk for illness and death from these chronic
diseases by reducing risk factors such as high cholesterol, high blood
pressure, high blood glucose, obesity, poor diet, sedentary lifestyle, and
smoking. However, screening, behavioral interventions, and any neces-
sary treatment services for these risk factors are often beyond the
reach of underinsured and uninsured women, who currently account for
14% of U.S. women aged 40-64 years.?

To address this unmet need for preventing and detecting heart disease,
stroke, and their risk factors among uninsured women, WISEWOMAN
(Well-Integrated Screening and Evaluation for Women Across the
Nation) was authorized as a program in 1993 through a legislative
supplement to the law that established CDC’s National Breast and
Cervical Cancer Early Detection Program (NBCCEDP).2

In 1995, CDC launched the first WISEWOMAN demonstration projects
in three states: Massachusetts, Arizona, and North Carolina. In 2001,
Congress authorized WISEWOMAN to expand to no more than 15
states/tribes.* As of 2004, WISEWOMAN reached the cap, with 13 state
health departments and 2 tribal organizations receiving funds to provide
WISEWOMAN services.

By WISEWOMAN project,
we mean each of the 15
State health departments
and tribal organizations
that make up the CDC
WISEWOMAN program.
By WISEWOMAN program,
we are referring to all 15
projects or the CDC staff

in Atlanta.
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Congress Has Authorized WISEWOMAN Projects to
Conduct These Core Activities

* Projects work with health care providers who offer preventive
health services,* including screenings for blood pressure and
cholesterol and measurement for height and weight, as well as
health education. In this document, we refer to these services
as the lifestyle intervention.

* Projects work with health care providers who make appropriate
referrals for medical treatment of women who have abnormal
screening results. WISEWOMAN projects, however, are not autho-
rized to use federal funds for treatment, including medication.

¢ Projects collect data and conduct evaluations to help CDC
determine if the WISEWOMAN program is effective and cost-
effective.f

* The WISEWOMAN projects also screen women for diabetes and tobacco use.

T In addition, enhanced WISEWOMAN projects are funded to conduct research,
using scientifically rigorous methods to test the effectiveness of a behavioral
or lifestyle intervention aimed at preventing cardiovascular and other chronic
diseases.

What Are the Vision and Mission of the
WISEWOMAN Program?

WISEWOMAN'’s vision is a world where any woman can access
preventive health services and gain the wisdom to improve her health.

WISEWOMAN'’s mission is to provide low-income, underinsured, or
uninsured 40- to 64-year-old women with the knowledge, skills, and
opportunities to improve their diet, physical activity, and other life habits
to prevent, delay, or control cardiovascular and other chronic diseases.
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Preventive health services are provided to eligible women through free
screening for chronic disease risk factors and structured lifestyle inter-
ventions that help participants become more physically active, make
healthful food choices, control their weight, and live tobacco-free. Part-
nerships at the local, state, and national levels are vital to WISEWOMAN'’s
success in carrying out this mission. Thus, CDC works closely with
state and tribal health agencies to develop, implement, evaluate, and
maintain the WISEWOMAN program.

The authority and funding for adding WISEWOMAN services to the
NBCCEDP was given to CDC, an agency known for protecting and
improving the public’s health. Clearly, WISEWOMAN was intended to be
a public health program.

What Does It Mean to Deliver WISEWOMAN
Services Using Public Health Principles?

According to senior public health officials, public health should be seen
as a crucial population-based practice whose scientific base for defining
problems, developing interventions, and measuring results is epidemiol-
ogy and whose philosophical base for applying scientific knowledge is
social justice.® These same officials also point out that providing care for
low-income individuals often competes with efforts to implement essen-
tial or “core” communitywide programs aimed at changing the physical
and social environments of these same populations.

Thus, delivering WISEWOMAN using public health principles requires
us to not only “link people to needed personal health services and
assure the provision of health care when otherwise unavailable” (see
services listed below), but to also work with the community to influence
the environments of the WISEWOMAN participants. WISEWOMAN
should deliver as many essential public health services as possible

and affordable.
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Essential Public Health Services*

1. Link people to needed personal health services and assure the
provision of health care when otherwise unavailable.

2. Monitor health status to identify and solve community health
problems.

3. Diagnose and investigate health problems and health hazards in
the community.

4. Inform, educate, and empower people about health issues.

5. Mobilize community partnerships and action to solve health
problems.

6. Develop policies and plans that support individual and community
health efforts.

7. Enforce laws and regulations that protect health and assure safety.
8. Assure a competent workforce—public health and personal care.

9. Evaluate effectiveness, accessibility, and quality of personal and
population-based health services.

10.Conduct research for new insights and innovative solutions to
health problems.

* In 1994, the Essential Public Health Services Work Group of the Core Public
Health Functions Steering Committee developed the Essential Public Health
Services to convey the scope and importance of governmental public health to
both the public and legislators. Work group members included representatives
from the Association of State and Territorial Health Officials, National Association
of County and City Health Officials, Institute of Medicine (National Academy of
Sciences), Association of Schools of Public Health, Public Health Foundation,
National Association of State Alcohol & Drug Abuse Directors, National Association
of State Mental Health Program Directors, and Public Health Service.

To achieve this goal of improving conditions beyond the individual level,
WISEWOMAN has requested that projects embrace a framework such
as the social ecologic model (Figure 1.1), which encourages public
health action at the interpersonal, organizational, community, and
societal levels as well as at the individual level. WISEWOMAN projects
have indeed embraced this model by taking action at multiple levels
(Table 1.1).5
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Figure 1.1. WISEWOMAN Projects Are Encouraged to Take
Public Health Action at Many Different Levels

Social Ecologic Model

Society

nation, state

Community
county, municipality,
coalitions

Organizational
organizations, social institutions

nterpersonal
L family, friends, social
networks

Individual
knowledge, attitudes,
skills

4§

Table 1.1. Examples of WISEWOMAN Activities That
Promote Women'’s Health at Multiple Levels

Social Ecologic Level | Examples of Activities

Individual Provide screening, diagnosis, referral, case management,
medical follow-up, one-on-one lifestyle intervention
counseling.

Interpersonal Offer group lifestyle intervention classes. Develop

walking clubs.

Organizational Extend hours at a clinic to accommodate working women.
Encourage providers to follow national clinical guidelines.
Implement physical activity prescriptions by providers.

Community Develop a community garden. Work with community
partners to sponsor low-cost walking shoes. Garner
community support for providing WISEWOMAN neighbor-
hoods with sidewalks and streetlights. Ask local organiza-
tions to provide discounted passes to swimming pools and
fitness clubs. Work with local organizations to use their vans
or buses to bring women to lifestyle intervention classes.
Request that schools keep their gymnasiums open in the
evenings and on weekends for community use. Influence
the community to address the issues of uninsured commu-
nity members.

Society Work with national organizations that offer weight-loss
programs, fithess programs, or other health education
programs to encourage them to provide discounts for
financially disadvantaged populations, including
WISEWOMAN participants.
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What Are the Key Elements of the
WISEWOMAN Program’s Approach?

Standard WISEWOMAN projects select interventions that have been
rigorously studied and shown to be most efficacious. An efficacious
intervention is one that has been shown under ideal conditions to make
a statistically significant positive impact on health. Ideal conditions are
those in which the methods used allow the investigator to eliminate
alternative explanations and conclude with reasonable certainty that the
intervention produced the effect. This approach relies on scientific rigor
and a highly controlled research environment. A highly controlled study
of a lifestyle intervention (also known as an efficacy study) guards
against some of the following threats:

e Events that were not intended to occur between the baseline
and follow-up measurements. For example, a study to assess
whether a certain diet can improve cholesterol takes place in a
hospital setting where all study participants are fed the same diet.
However, a patient’s mother sneaks cake into the ward. This event
threatens the validity of the study.

e Changes in the calibration of measuring instruments. A good
example of this is when a machine that tests cholesterol levels is
calibrated before the baseline measurement but is hever checked
again throughout the entire study. Another example is when assess-
ments at baseline and at follow-up are conducted by two different
interviewers.

¢ Differences in the recruitment of participants into the inter-
vention group and usual care group. For example, if a study
recruited fewer highly motivated people into the intervention group
than into the usual care group, one might conclude that a weight
loss intervention was not very successful. People in the usual care
group might be losing weight on their own, whereas those in the
intervention group might not try very hard to lose weight. Randomly
assigning participants to intervention and control groups should take
care of this problem.

The reality is that WISEWOMAN projects are not conducted under ideal
conditions. WISEWOMAN projects are designed to be implemented in
the real world, where women eat at home or in fast-food restaurants,
where clinics have high staff turnover, and where women may not be
highly motivated to participate. Consequently, WISEWOMAN projects
are unlikely to see the large changes in risk factors that often are seen
in efficacy studies. However, projects such as WISEWOMAN that are
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conducted in a real-world setting have some distinct advantages over
efficacy studies. One advantage is that WISEWOMAN projects can
reach many more women. Whereas efficacy studies typically reach
hundreds of women, WISEWOMAN projects will often reach that many
women in just a few months and can reach thousands of women

over time.

Abrams and colleagues’ defined the impact of an intervention as the
product of its reach and its effectiveness. For example, a highly effica-
cious intervention conducted in a hospital setting among 200 women
that reduced their average systolic blood pressure value by 10 mm Hg
would have an estimated impact of 200X10, which equals a 2,000 unit
drop in blood pressure. On the other hand, a WISEWOMAN intervention
conducted in the real world among 2,500 women that reduced the
average systolic blood pressure value by 2 mm Hg would have an
estimated impact of 2,500X2, which equals a 5,000 unit drop in blood
pressure.

On the basis of these examples, we could conclude that the
WISEWOMAN project has had a greater impact than the rigorous,
highly effective intervention that was conducted in a hospital setting.
Thus, producing small reductions in risk factors among large numbers
of women is a reasonable public health approach. Even a small reduc-
tion in systolic blood pressure can significantly reduce the number of
deaths from stroke and coronary heart disease (Table 1.2).

Table 1.2. In a Population-Based Intervention, Small Declines in Systolic
Blood Pressure Reduce Deaths from Stroke and Coronary Heart Disease*

Decline in Decline in Decline in Decline in total
systolic blood stroke deaths | coronary heart | deaths
pressure disease deaths

2 mm Hg 6% 4% 3%

3 mm Hg 8% 5% 4%

5 mm Hg 14% 9% 7%

* Source: Seventh Report of the Joint National Committee on Prevention, Detection,
Evaluation, and Treatment of High Blood Pressure (JNC 7, 2004).

Another advantage that WISEWOMAN projects have is that they can
develop programs that can be easily adopted by others who work

with similar populations and in similar settings. This diffusion is a very
important part of making a public health impact. In fact, Glasgow and
colleagues® extend Abrams’s concept of impact to include three addi-
tional dimensions beyond reach and efficacy: adoption, implementation,
and maintenance. The five dimensions of reach (R), efficacy (E),
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adoption (A), implementation (), and maintenance (M) make up the
RE-AIM framework (Table 1.3).

In 2004, WISEWOMAN began embracing this framework both for
planning programs and for estimating their public health impact. This
framework is currently being used in a WISEWOMAN Best Practices
study that is looking at those projects that have adequate sample sizes
because they have both screened substantial numbers of women and
followed them for a 1-year period.

What Are Best Practices?

WISEWOMAN best practices are those project/site activities,
practices, or processes within each RE-AIM dimension that are
considered most effective for delivering WISEWOMAN services, as
indicated by quantitative measures combined with systematically
gathered qualitative data. The identification of these effective prac-
tices must recognize the widely varying program, policy, cultural,
socioeconomic, and geographic contexts in which WISEWOMAN
projects operate, as well as their varying stages of development.

For the implementation dimension of the RE-AIM framework,
WISEWOMAN projects strive to provide clear protocols, easy-to-use
counseling materials, and simple procedures so that clinical staff

can easily implement the program in a high-quality and consistent
manner. WISEWOMAN incorporates the final piece of this framework—
maintenance—»by striving to sustain the program and maintain health
improvements over time. One of the best ways to maintain behavioral
change is to link women to community nutrition, tobacco use cessa-
tion, and fithess resources so they can incorporate what they have
learned through WISEWOMAN into their daily lives in their own
neighborhoods.
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Table 1.3. Each of the RE-AIM Dimensions

Dimension Definition Level

Reach Degree to which women participate in the Individual
program

Efficacy/ Extent that improvements occur in risk Individual

Effectiveness factors

Adoption Degree to which provider sites, settings, and | Organization
practices adopt the program

Implementation Extent to which the program is delivered as | Organization
intended

Maintenance Extent to which a program is sustained Organization
over time and Individual

Extent to which health improvements are
maintained over time

In summary, the WISEWOMAN program is committed to a public health
approach that strives to

¢ Deliver the 10 essential public health services.
¢ Have an impact at multiple levels of society.
e Extend the reach of effective strategies to thousands of women.

¢ Provide the public health community with model programs that can
be easily adopted, implemented, and maintained.

WISEWOMAN and the NBCCEDP: How Are
They Alike? How Are They Different?

The WISEWOMAN program and the National Breast and Cervical
Cancer Early Detection Program (NBCCEDP) share many similarities,
but their focus, services, and age groups served do have some
differences (Table 1.4). WISEWOMAN uses the framework already
established by NBCCEDP and provides cardiovascular and other
chronic disease risk factor screening and lifestyle interventions to a
subset of women enrolled in the state and tribal BCCEDP. This frame-
work includes an established infrastructure at the level of the state/tribal
health agency that has experience and expertise in

¢ Recruiting and working with the women eligible for services.

¢ Delivering screening services through an established health care
delivery system.

e Collecting and reporting data (minimum data elements) that are
used to track, monitor, and evaluate program efforts.
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¢ Providing professional development opportunities for staff, providers,
and partners.

* Promoting the program and providing public education to raise
awareness about the need for women to receive program services.

e Assuring that quality care is provided to the women participating in
the program.

WISEWOMAN projects build on the state/tribal BCCEDP infrastructure
to provide cardiovascular and other chronic disease risk factor screen-
ing and lifestyle interventions to women aged 40 and older who are
enrolled and remain eligible to participate in the state or tribal organiza-
tion’s BCCEDP. Almost all WISEWOMAN participants are aged 40-64;
however, there is an exception. The NBCCEDP allows women over 64
to remain in the program if they cannot afford Medicare, Part B. These
women are also eligible for WISEWOMAN services.

Projects are encouraged to provide the participants with the ease and
convenience of a one-stop screening visit: one office visit that consists
of breast and cervical cancer screening as well as blood pressure,
cholesterol, glucose, body mass index, diet, physical activity, and
tobacco use screening. The one-stop shopping approach is important
for many reasons. Women who qualify for NBCCEDP and WISEWOMAN
services often have difficulty getting into the health care system. For
example, they might not have a car or access to public transportation.
One-stop shopping helps these women access a wider array of vital
health screenings that they otherwise might not seek.

One-stop shopping also makes good sense from the provider’s per-
spective, when you consider the time, effort, and money that would be
needed to conduct multiple health screenings and interventions during
separate visits. Public health dollars are already scarce, and we must
do all we can to stretch our resources. This approach can be a model
for other health programs that want to offer more comprehensive health
services by piggybacking onto an existing program.

One of the major differences between the two programs is the fact
that WISEWOMAN provides a lifestyle intervention to promote health.
WISEWOMAN projects select or develop a lifestyle intervention that
promotes healthy eating, physical activity, and living tobacco-free.
Projects also strive to deliver the lifestyle intervention in a way that
allows participants to learn and develop new skKills in a culturally
relevant context.
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Table 1.4. Similarities and Differences Between WISEWOMAN and the NBCCEDP

WISEWOMAN NBCCEDP

Focus of program

Services provided

Year first state/tribal
health agency was
funded

Age group targeted

Rescreening requirement

Number of funded
projects

Program administration

Screening and lifestyle intervention program: reducing
cardiovascular and other chronic disease risk factors
through primary prevention (screening) and health
promotion strategies (emphasizing healthful eating,
physical activity, and tobacco use cessation).

Risk factor screening, which must include blood pres-
sure, cholesterol, weight, height, and health behavior
assessment.

Lifestyle modification interventions to give participants the
skills, knowledge, and support they need to eat healthy,
be physically active, and live smoke-free.

Referrals for women with abnormal values to health care
providers for medical management of condition.
1995

40- to 64-year-old women enrolled in NBCCEDP

Emphasis is placed on having at least 75% of the newly
screened women return 10—14 months after initial
screening for purposes of evaluating impact of program.

13 state and 2 tribal organizations (Cap of 15 was
established by Congress.)

Through CDC’s Division for Heart Disease and Stroke
Prevention,” NCCDPHP?

Screening program: finding breast and
cervical cancer as early as possible
through testing.

Cancer screening: breast exam, Pap
test, and mammography.

Other services include diagnostic tests to
pinpoint problems.

Referrals for women with abnormal or
suspicious test results to health care
providers for medical management of
condition.

1990

18- to 64-year-old women (cervical
cancer screening)

50- to 64-year-old women (mammogra-
phy testing)

Although rescreening women is impor-
tant, there is not a minimum standard or
performance indicator related to this
activity.

50 states and DC, 4 territories, and 13
tribal organizations

Through CDC'’s Division of Cancer
Prevention and Control, NCCDPHP*

* From the program’s inception until September 2005, the WISEWOMAN program was administered by CDC’s Division of Nutrition

and Physical Activity.

T National Center for Chronic Disease Prevention and Health Promotion.




12

Tre HeaRT of THE MATTER @ Guidance and Resources for WISEWONAN Projects

References

1.

CDC. National Vital Statistics Reports 2003;52(3):8. Hyattsville, MD:
National Center for Health Statistics, 2003.

CDC. Unpublished analysis conducted with 1999-2002 National
Health and Nutrition Examination Survey data. These data are from
CDC’s National Center for Health Statistics.

Breast and Cervical Cancer Mortality Prevention Act of 1990 (Public
Law 101-354) and the WISEWOMAN legislative supplement.
Available at http://www.cdc.gov/wisewoman/legislation_highlight.htm.

Committee Report, House Report 106—-1033. Making Omnibus
Consolidated and Emergency Supplemental Appropriations for
Fiscal Year 2001. House Resolution 196-1033; 2001.

Baker EL, Melton RJ, Strange PV, Fields ML, Koplan JP, Guerra FA,
et al. Health reform and the health of the public: forging community
health partnerships (special communications). JAMA 1994;272(16):
1276-1282.

MclLeroy KR, Bibeau D, Steckler A, Glanz K. An ecological perspec-
tive on health promotion programs. Health Education Quarterly
1988;15:351-377.

Abrams DB, Orleans CT, Niaura RS, Goldstein MG, Prochaska JO,
Velicer W. Integrating individual and public health perspectives for
treatment of tobacco dependence under managed health care: a
combined stepped-care and matching model. Annals of Behavioral
Medicine 1996;18(4):290-304.

Glasgow RE, Vogt TM, Boles SM. Evaluating the public health
impact of health promotion interventions: the RE-AIM framework
(abstract). American Journal of Public Health 1999;89:1322—1327.


http://www.cdc.gov/wisewoman/legislation_highlight.htm

Administering Your
WISEWOM AN Project

109loud "2

>
o
3
=
(2]
e
=
Q
=4
(©)
=)




Chapter 2: Administering Vour WISEWOMAN Project

13

Chapter 2. Administering
Your WISEWONAN Project

This chapter provides you with the information you need to
administer a WISEWOMAN project. It is divided into five sections:
legislative requirements, other requirements, what the WISEWOMAN
program expects from your project, required documents, and what
your project can expect from us. Because WISEWOMAN was
created out of supplemental legislation that authorizes the National
Breast and Cervical Cancer Early Detection Program (NBCCEDRP),
many of the WISEWOMAN administrative policies are similar to those
for NBCCEDP.

Legislative Requirements

The WISEWOMAN program’s authorizing legislation and subsequent
amendments are critical documents used to development the program
announcement and this guidance document. In this section, we will
cover the administrative policies and procedures that your project must
follow to uphold these legislative requirements.

Governing Legislation Policy

Your WISEWOMAN project must follow the legislative requirements
detailed in 42 U.S.C. Section 300k of the Public Health Service Act,
as amended. NBCCEDP projects also follow these requirements.’

Requirement of Matching Funds Policy

For every $3 of federal funds provided by the cooperative
agreement, your WISEWOMAN project must contribute $1 in
nonfederal contributions, either directly or through public or
private donations, as required by Public Law 101-354.2

Your matching funds can be money or in-kind contributions contributed
by your organization and partners (including for-profit entities). Generally,
if federal monies are allowed for a service or activity, then nonfederal
contributions for the same service or activity may be allowed as a
source of matching funds for your program. If you are with a tribal
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organization, Public Law 93-638 authorizes you to use funds received
under the Indian Self-Determination and Education Assistance Act as
matching funds.®

60%/40% Distribution Policy

At least 60% of your project’s cooperative agreement funds must be
used for screening, health education/lifestyle intervention sessions,
diagnostic tests, laboratory fees, tracking, follow-up, and support
services to maximize participation in screening and lifestyle interven-
tion sessions. The remaining 40% or less should be used for public
education initiatives, professional development, partnerships, com-
munity engagement, evaluation and research, and administration as
described in 42 U.S.C. Section 300k(a) and 300m(a) of the Public
Health Service Act, as amended.

Staff time should be partitioned according to the activities that your staff
members conduct (Table 2.1). Administrative duties belong in the 40%
category. One-on-one activities that can be tied to an individual partici-
pant (e.g., providing the screening or lifestyle intervention) belong in the
60% category.

Administrative Expenses Policy

Your project cannot spend more than 10% of federal funds annually
for administrative expenses, as noted in 42 U.S.C. Section 300n(f) of
the Public Health Service Act, as amended.! Administrative expenses
are a portion of the 40% component of the budget and are in lieu of
indirect costs.

The basis for determining the 10% administrative cost is the total
amount of federal monies awarded to your WISEWOMAN project.
Administrative expenses (i.e., indirect costs) associated with all con-
tracts are considered part of the 10% limitation placed on overall total
administrative cost under the cooperative agreement award.
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Table 2.1. Framework for Determining 60%/40% Distribution of Cooperative Agreement Funds*

60% of Funds

Screening Services

40% of Funds
Public Education

Allowable office visits (reimbursement of health care provider
time or fees for office visits)

Media campaigns and other activities that increase awareness
of the WISEWOMAN program

Health history and health behavior assessment

Lab costs for screening and diagnostic tests

Lifestyle Intervention

Healthy diet counseling

Physical activity counseling

Tobacco use cessation counseling

Relapse prevention counseling

Maintenance activities

Supporting and Tracking Participants

Translation for participants who do not speak English

Transportation for participants

Coordinating women'’s participation in lifestyle interventions

Tracking participants to ensure that they complete the lifestyle
intervention and return for the evaluation screening

Case management for women with alert values

Incentives to help participants modify health-risk behaviors

Recruitment

Activities to recruit WISEWOMAN participants from within
the BCCEDP (sometimes referred to as “inreach” in the
NBCCEDP)

Outreach activities to increase participation in an integrated
program (i.e., NBCCEDP and WISEWOMAN)

Educating the public about CVD prevention

Partnerships and Community Engagement

Support and travel to meet with partners

Policy and environmental supports

Activities to increase program sustainability

Professional Development

Conferences and training

Newsletters or updates for providers

Evaluation and Research

Tracking and monitoring data (at both the individual and
aggregate levels)

Evaluation of activities to identify opportunities for
improvement

Audits to determine quality of care

Focus groups or surveys with providers or participants

Analyzing data, writing publications and reports
All Other Functions

Management and planning

* Does not apply to nonfederal matching funds.

Administrative costs and personnel

Billing

Curriculum and materials development

Reporting requirements such as continuation application,
annual report, semiannual submission of minimum data
elements and cost data
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Other Requirements

Program eligibility. All women aged 40 and older who are enrolled
and remain eligible to participate in the state or tribal organization’s
BCCEDRP are eligible to participate in WISEWOMAN.

e Many of the women eligible for WISEWOMAN services represent
ethnic and minority populations.

¢ They have low incomes (250% or less of the federal poverty
guidelines).

¢ They are underinsured or uninsured.

e [f they are eligible for Medicare, they are unable to pay the premium
to enroll in Medicare, Part B.

Almost all WISEWOMAN participants are aged 40-64; however, there is
an exception. The NBCCEDP allows women over 64 to remain in the
program if they cannot afford Medicare, Part B. These women are also
eligible for WISEWOMAN services.

Reimbursement. Payment for screening services or lifestyle modifica-
tion counseling may not exceed the amount that would be paid under
Medicare, Part B. Each year, your project must provide the WISEWOMAN
program with a list of your Current Procedural Terminology (CPT) codes
and your state’s Medicare, Part B rate. See Appendix C for a list of
allowable CPT codes.

The WISEWOMAN program also encourages you to ensure that these
women do not have to incur any out-of-pocket expenses for participat-
ing in WISEWOMAN.

Payer of last resort. Your project cannot use WISEWOMAN funds to
pay for any services that are covered by a state compensation program,
an insurance policy, a federal or state health benefits program, or an
entity that provides health services on a prepaid basis.

Health Insurance Portability and Accountability Act (HIPAA).
The HIPAA privacy rule protects the privacy of individually identifiable
health information by establishing conditions for its use and disclosure
by a health plan, health care clearinghouse, and certain health care
providers. However, the WISEWOMAN program is not a covered entity
under HIPAA because it is not a health care provider, health plan, or
health care clearinghouse as defined by HIPAA. Rather, WISEWOMAN
is a government program whose principal activity is making grants to
fund the direct provision of screening and lifestyle interventions.
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Your state’s Office of General Counsel or equivalent must determine
whether your state health/tribal health agency (entities eligible for
WISEWOMAN funds) or its subsidiary programs qualify as covered
entities. The Centers for Medicare and Medicaid Services is responsible
for implementing various provisions of HIPAA (http://www.cms.hhs.
gov/hipaa/).*

Program materials development and distribution. CDC retains an
unrestricted right to use, reproduce, adapt, and disseminate for its own
purposes any products that your project develops using WISEWOMAN
federal funds. This includes products created by WISEWOMAN coop-
erative agreement recipients, contractors, subcontractors, vendors, and
consultants. These products include, but are not limited to, the follow-
ing: program curriculum, program participant materials, graphic designs,
educational and other informational materials, fact sheets, newsletter
templates, and manuals, as noted in DHHS grants regulation at 45CFR
Section 74.36.5

What the WISEWOMAN Program
Expects from Your Project

To understand the WISEWOMAN program’s expectations, you and
your WISEWOMAN project staff should become very familiar with this
publication as well as Program Announcement 03022 (Appendix D).
Together, these two documents describe the program’s expectations of
funded projects. This publication gives a comprehensive view of the
WISEWOMAN program’s expectations by providing details, recommen-
dations, and examples. In Program Announcement 03022, the recipient
activities section, starting on page 36, provides a broad view of what
WISEWOMAN projects are to accomplish.

Staffing

Policy Requiring Two Full-Time Staff Members

Your project must appoint or hire at least two professional staff
members to work full-time on WISEWOMAN. One employee shall be
a full-time program coordinator, and the other should be an interven-
tion specialist with experience in nutrition, physical activity, or health
education. Projects will identify and oversee a WISEWOMAN evalua-
tion team with appropriate experience and training.

For your convenience,
Program Announcement
03022 has been included
in this document as

Appendix D.
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The original proposal that your project submitted should have
addressed the requirement to identify and oversee a WISEWOMAN
evaluation team of individuals with appropriate experience and training.
Projects that are unable to meet this requirement should discuss
possible solutions and timelines with their project officer.

Many WISEWOMAN projects share staff with the state/tribal health
agency’s BCCEDP and other chronic disease prevention programs.

For example, the data manager and case manager may work for both
the BCCEDP and WISEWOMAN program, and the epidemiologist and
evaluator may also work for the state’s chronic disease section.
WISEWOMAN supports the use of sharing relevant staff because of the
crosscutting nature of the program. However, because of the complexi-
ties of the WISEWOMAN program, you must meet the minimum staffing
requirement policy.

Projects that have difficulty hiring staff must develop a plan to contract
out or identify alternative methods for meeting this requirement. During
the interim period, before the full-time staff has been hired, the staffing
plan should indicate who will complete each of the major responsibilities
listed below.

Full-time WISEWOMAN project coordinator. Responsibilities may
include but are not limited to the following:

e Manage or oversee the planning, development, implementation, and
evaluation of a program that accomplishes the recipient activities of
the WISEWOMAN program listed in Component 3 of Program
Announcement 03022.

e Oversee all WISEWOMAN activities/components: cardiovascular
and other chronic disease risk factor screening, lifestyle intervention,
tracking and support of participants, public education, community
engagement, professional development, evaluation, and
administration.

e Ensure that women receive cardiovascular and other chronic dis-
ease risk factor screening and return for the evaluation screening in
accordance with program guidance.

e Oversee all management, planning, and staffing issues for the
WISEWOMAN program. Ensure that reports and minimum data
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elements (MDEs) and cost data submissions are timely, complete,
and accurate.

Communicate the program’s goals, objectives, policies, and require-
ments to partners through methods that best meet the needs of
busy health care providers and health educators/intervention spe-
cialists. Develop a way to provide feedback about accomplishments.

Develop strategies that help screening providers and lifestyle inter-
ventionists reach women from diverse populations. One such
strategy is to ensure that curriculum, brochures, recommendations
or counseling, marketing, and media campaigns are culturally
appropriate.

Ensure that systems are in place to achieve program performance
standards and reporting requirements.

Work with partners and engage the community to identify methods
that help women maintain behavioral change.

Work with partners and engage the community to identify methods
to sustain the program in future years.

Use a team approach to evaluate the effectiveness of the program
activities. Ensure that the evaluation activities are developed and
carried through.

Develop protocols in accordance with those listed later in this
chapter. Protocols should be written in a way that makes it easy
for providers to implement and adopt WISEWOMAN strategies.
The coordinator is responsible for reviewing protocols at least once
a year, making appropriate changes, and ensuring that the CDC
project officer approves all protocols.

Pilot test new strategies and make appropriate changes to protocol,
as needed. One goal is to maximize the number of providers willing
to offer WISEWOMAN to their eligible clients and thus maximize the
reach of the program.

Create and implement a training plan to ensure that providers and
lifestyle interventionists follow program guidance.

Work collaboratively with CDC, other funded WISEWOMAN pro-
grams, and other CDC-funded programs.
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Full-time WISEWOMAN intervention specialist. Responsibilities
may include but are not limited to the following:

Plan, develop, implement, and manage the lifestyle intervention
component of the program.

Work with a planning committee to select or develop the lifestyle
modification intervention (standard projects are to select an
evidence-based lifestyle intervention, whereas enhanced projects
may develop the lifestyle intervention they plan to test). The planning
committee’s internal partners should include representatives from
other state programs such as chronic disease, nutrition, health
promotion and disease prevention, diabetes, cardiovascular health,
office of minority health, office of women’s health, 5 A Day, physical
activity, and tobacco control. A representative from the target popu-
lation and health care community should also be a part of the
planning committee.

Develop and use a variety of educational methods and materials.

Identify incentives that will help participants adopt or maintain their
behavior change.

Identify and work with programs within your organization that have
compatible behavior-change goals and messages.

Identify or develop simple key messages that your project will
promote throughout the lifestyle interventions. For example, these
messages could be related to eating more fruits and vegetables,
eating more whole grains, eating less saturated fat, or walking at
least 30 minutes per day.

Ensure that each lifestyle intervention’s key components are con-
veyed as designed.

Identify key components of the lifestyle intervention: strategies that
are core to helping women receive the knowledge and skills they
need to improve their diet, increase their physical activity levels, and
live tobacco-free.

Develop methods to ensure that women complete all the lifestyle
intervention sessions.

Evaluate the lifestyle intervention messages and components to
determine if they are effective at helping women achieve
behavioral goals.
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e Conduct focus groups with local interventionists and participants to
identify strategies that will strengthen the lifestyle intervention and
participation.

¢ Train lifestyle interventionists on all aspects of the intervention.

e Ensure that all program components and materials (e.g., curriculum,
brochures, recommendations and counseling, marketing, media
campaigns) are culturally appropriate and use plain language.

¢ |dentify partners and engage the community to develop methods
and resources that help women sustain or maintain behavior
change.

¢ |dentify high-quality, low-cost resources that support behavior
change, and encourage lifestyle interventionists to help women take
advantage of resources available in their community.

e Develop a tracking or data management system that meets the
program’s reporting requirements.

Policy Requiring Staff Travel to Annual Meetings

At a minimum, your project staff must travel to the following CDC-
sponsored meetings each year:

e Annual WISEWOMAN meetings: At least two staff members (one
of whom shall be the full-time project coordinator) must attend the
mandatory WISEWOMAN meeting (place and time to be deter-
mined each year).

e Data managers’ meeting: At least two staff members must attend
the mandatory data managers’ meeting (place and time to be
determined each year).

e Nutrition and Public Health Course: One staff member (program
coordinator, director, health educator, or designee) must attend
this mandatory course (place and time to be determined each
year). If all key WISEWOMAN staff members have attended this
course, then funds may be used to send a person to another
CDC-sponsored course. For example, the Physical Activity and
Public Health Course or the annual 5 A Day meeting.
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Building Capacity Through Staff Development

WISEWOMAN project staff. Preventing and controlling cardio-
vascular and other chronic diseases requires that project staff understand

e Methods for detecting chronic diseases.

e Methods for implementing effective lifestyle interventions to reduce
risk factors for cardiovascular and other chronic diseases in vulner-
able populations.

e Systems that provide good-quality health care for underserved
women.

e Methods for assessing whether programs are effective.

Some state/tribal health agencies will already have staff members who
possess these skills and knowledge. However, projects in areas without
such resources may need to either recruit new staff or train existing
staff to attain this expertise.

The WISEWOMAN program recognizes the importance of training
staff to carry out these activities and build your project’s capacity.
WISEWOMAN supports the use of funds for training local staff to
implement WISEWOMAN methods according to national, program,
and project standards.

Policy Requiring Training Plans

To support capacity building, your project is required to develop an
annual training plan that describes what that year’s training topics
and objectives are, who will attend the training, and how often the
training will be offered. You should give a high priority to training staff
members, contractors, and volunteers on how to meet the pro-
gram’s performance and reporting requirements. You are required

to update your training plan annually and submit it with your interim
progress report.

Your training plan will be driven by the protocols your project has
developed. For example, you will need to incorporate into your training
plan all of the screening standards and the lifestyle intervention activities
described in your project’s protocols.
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Training Recommendations Based on Lessons Learned

The three original WISEWOMAN programs learned many valuable
lessons during the program’s early years:

¢ |f you decide to train project staff at their facility, this will be very
effective, but labor-intensive.

¢ [f on-site training is not feasible, your next best option may be to
train staff from several programs in the same region.

¢ With any method of training (e.g., face to face, videoconferencing),
make sure that the staff members who are most involved with the
project attend the training.

e Use a comprehensive training manual, small-group discussions,
role-plays, demonstrations, discussions of counseling strategies and
social support mechanisms, and other techniques suited to adult
learners.

e To enhance learning, make the training as interactive and hands-on
as possible.

e Offer your staff frequent opportunities for refresher training.

Sustaining the Program

To ensure that your screening and lifestyle interventions help under-
served women for many years to come, your project must make the
most of WISEWOMAN'’s crosscutting benefits. Because good nutrition,
physical activity, and tobacco use cessation are key to preventing and
managing so many chronic diseases, your WISEWOMAN project can
be a catalyst for promoting health at the state and local levels. To
capitalize on the unique nature of WISEWOMAN, you should work with
traditional and nontraditional partners in the community as well as other
CDC-funded programs to leverage resources and identify ways of
sustaining the program in future years.

Working closely with the community and other partners is essential to
your project’s success in future years. For guidance, advice, and helpful
examples of how to collaborate with partners, refer to CDC’s Principles
of Community Engagement (http://www.cdc.gov/phppo/pce/index.ntm).8
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Another strategy to sustain your project is to make sure that
WISEWOMAN activities become a part of your state’s or organization’s
official strategic planning document, often referred to as the “state plan.”

You can also foster collaborations that could lead to sustainability by
thinking strategically about how to meet WISEWOMAN'’s matching
funds requirement. The following list of match ideas were generated by
currently funded WISEWOMAN projects and may be used as a spring-
board to generate additional ideas:

¢ The American Heart Association or another nongovernmental
organization (NGO) may provide your WISEWOMAN project with
public education, materials, literature, mailings, staff time, and
professional education specific to women and heart disease and
with a special focus on minority women. Contributions can range
from a few dollars to many thousands of dollars.

e Advisory committee members can contribute their time as in-kind
contributions to your WISEWOMAN project.

e |ocal providers or agencies could be required to provide
matching funds.

e A state association of health plans can donate pedometers or other
supplies to WISEWOMAN participants attending a conference.

¢ Media outlets can donate time for public education.

e The local YMCA, YWCA, community pools, or other organizations
that promote physical activity may provide free or reduced-cost
membership or passes to WISEWOMAN participants.

Required Documentation

Your project must provide accurate and complete documentation
throughout the lifespan of the cooperative agreement. Some of the
major requirements that will be discussed in this section are as follows:

e Submit protocols to your project officer for review and approval—
this must be done before you can provide screening or the lifestyle
intervention to any participant.
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e Submit progress reports and financial status reports to CDC’s
Procurement and Grants Office (PGO), where they become part of
the project’s official file.

¢ Send budget requests to PGO to be reviewed and approved prior
to the release of funds.

¢ Send any request for prior approval to PGO. Your project staff
must become familiar with all the activities that require prior
approval.

e Submit MDE and cost data semiannually.

To assist you with meeting these documentation requirements, please
refer to the “additional resources” section at the end of this chapter.

Checklists for Newly Funded Projects

[f you have a standard or enhanced project that is funded at the first
funding level, you must complete the WISEWOMAN program start-up
checklist before you can move to the second funding level, as noted in
Program Announcement 03022 (see Appendix D, page D-80). This
checklist (see Appendix E) was adapted from a checklist created for the
North Carolina WISEWOMAN project, which is provided in its
WISEWOMAN manual, Integrating Cardiovascular Disease Prevention
into Existing Health Services: The Experience of the North Carolina
WISEWOMAN Program.” The manual was developed by the Center for
Health Promotion and Disease Prevention at the University of North
Carolina at Chapel Hill as a how-to guide for developing an integrated
cardiovascular disease screening, lifestyle intervention, and evaluation
program for low-income and/or uninsured women. Your project officer
will review the WISEWOMAN Orientation for New Project Staff, which
includes an orientation checklist (see Appendix F).

In addition to these checklists, we have created a comprehensive list of
protocol elements to help CDC project officers determine when your
project is ready to begin screening and lifestyle intervention activities and
to assess how thoroughly your activities are planned and carried out.
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What Are Protocols?

WISEWOMAN protocols
provide a road map or
orientation for all
employees and contract
providers. Some projects
may refer to these
documents as their
Standard operating
procedures. Development
of and adherence to
protocols by staff are
crucial to the integrity of

the program.

Protocols

Protocol Requirements

Your project must develop detailed protocols that describe how you
will address key elements of the screening and lifestyle intervention
services and how you plan to raise awareness about, sustain, and
monitor key WISEWOMAN activities. Your CDC project officer must
approve all protocols before your project begins screening or lifestyle
intervention activities. In addition, if your project is an enhanced
project (i.e., funded to conduct research), you will need to work with
your CDC project officer to determine what procedure will be needed
for Institutional Review Board (IRB) approval.

WISEWOMAN protocols provide a road map or orientation for all

employees and contract providers. Some projects may refer to these
documents as their standard operating procedures. Development of
and adherence to protocols by staff are crucial to the integrity of the
program. All protocols should incorporate national guidelines, as
appropriate.

Projects should involve health care providers, supervisors, community
health workers, interventionists, and even participants, as appropriate,
in protocol development. Development involving key stakeholders will
not only result in the creation of relevant protocols, but also may gain
buy-in or support of protocols at multiple levels. Plans are needed to
assure that all WISEWOMAN staff and providers review protocols and
receive appropriate training to increase adherence to protocols.

WISEWOMAN anticipates that protocols will continually evolve as the

program is refined through feedback and evaluation. Project and CDC
staff should review protocols at least once a year.
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Screening Protocol

You must address the following elements in your screening protocol:

Training and national guidelines. Ensure that staff members have training specific to their respon-
sibilities, access to consultation from appropriate health professionals, and adequate supervision.
Describe how providers will follow national screening guidelines. Describe how projects will monitor
providers’ adherence to guidelines (e.g., projects will check to ensure that providers are recording at
least two blood pressure measurements for each woman).

Integration with BCCEDP screening visit. Describe how the cardiovascular and other chronic
disease risk factor screening will be incorporated with the woman’s breast and cervical cancer screen-
ing appointment. If the screenings are not integrated, describe strategies that will be used to decrease
the burden on the participant due to having two screening appointments.

Laboratory standards. Adhere to all applicable requirements established under the Clinical
Laboratory Improvement Amendments of 1988 (CLIA). Ensure precise and accurate cholesterol and
blood glucose measurements.

Oral and printed communication of screening results. Describe how interpretation of test results
will be reliably communicated to the participant orally and in writing.

Screening site selection. Describe how sites are selected for WISEWOMAN screening. Indicate if
or when the project plans to provide WISEWOMAN services statewide. WISEWOMAN recommends
utilizing “strong” BCCEDP sites for pilot sites: those that can offer comprehensive services, are con-
venient, serve an adequate number of women (including women representing minority groups),
incorporate quality control procedures, and ensure privacy. At a minimum, the percentage of minority
women served by WISEWOMAN should reflect the percentage of minority women served through
BCCEDP.

Formalized commitments. Describe methods used to assure that all WISEWOMAN program proto-
cols are followed, including letters of cooperation or other formal agreements. Please provide a sample
of the agreement when the protocol is submitted to CDC.

Screening costs. Describe which screening tests will be performed and the reimbursement rates for
each test or procedure. Submit a current list of CPT codes that the project intends to use. The sched-
ule of fees and charges should not exceed the maximum allowable charges established by the
Medicare Program administered by the Center for Medicare and Medicaid Services (see http://www.
cms.hhs.gov/).2 WISEWOMAN strongly encourages projects to use WISEWOMAN funds to pay 100%
of the Medicare-allowable charge (i.e., WISEWOMAN clients should not have any out-of-pocket
expenses). For a list of allowable CPT codes, see Appendix C.

Referrals and medical follow-up. Describe the screening agency’s clinical referral and medical
follow-up system to ensure that women with abnormal results obtain medical care in accordance with
national guidelines. Describe how your project will determine if timely and appropriate care for women
with abnormal non-alert screening values occurs.

27
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Support services. Describe the type of support services offered to WISEWOMAN participants to
increase the number of women who complete the baseline and evaluation (first annual) screening visit.
These may include incentives, transportation, translation, and childcare services.

Evaluation (first annual) screening. Describe how women will be reminded about their evaluation
screening visit. This screening occurs 12 months (+/- 2 months) after the initial screening. The same
screening tests and behavior or health-risk appraisal questions conducted at the initial screening visit
are repeated at each annual screening visit. There is a performance indicator related to the evaluation
screening visit.

Annual (beyond the evaluation or first annual) screening. Projects will need to determine and
describe the level of effort they will use to have women return for screening beyond the evaluation
screening. There is not a performance indicator related to the annual (beyond evaluation) screening
visit. However, the project still needs to report the results and meet MDE requirements if WISEWOMAN
funds pay for this visit.

Access to medication. Describe how the project will assure that providers will assist participants
who need medication, including providing access to any sliding-scale fees, discounted drug programs,
or available indigent drug program.

Tracking and monitoring. Describe the tracking system that will be used to ensure that women will
return for their evaluation (first annual) rescreen and subsequent annual screening appointments so
that complete and accurate data are collected.

Case management for women who have alert values. Describe the system for referral and care
of women with alert values. Case management should be made available to women with alert values.
Include a description of procedures for notifying the participant of her alert value.

Consent form. Develop a consent form that meets program requirements and/or Institutional Review
Board (IRB) clearance. See Appendix G for the elements needed in a consent form appropriate for
standard projects. Enhanced projects should refer to CDC’s Web site for Human Subject Research,
which contains information about consent forms, at http://www.cdc.gov/od/ads/hsr2.htm.

Promote lifestyle intervention. Describe if intervention data, such as attendance and topics cov-
ered, will be shared with the screening provider. Describe how the screening agency will encourage
women to participate in lifestyle intervention activities.

Adverse event report. Enhanced projects will describe the proposed system for reporting adverse
events from the clinic to the state/agency and from the state/agency to CDC.

Data reporting system. Describe the system for data collection and reporting of MDEs obtained
during the screening visit (to include medical history, screening results, and health behavior questions)
and submit samples of developed forms.
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Lifestyle Intervention Protocol

You must address the following elements in your lifestyle intervention protocol:

Lifestyle intervention selection. Describe and provide rationale for the selected intervention.
Describe the theoretical foundation that was used to guide the development of the intervention.
Describe the primary goals of the intervention (e.g., increase fruit and vegetable intake, increase num-
ber of steps taken each day). Provide the CDC project officer with reference citations, if available.

Lifestyle intervention strategies that support national guidelines. Describe the type of tobacco
use cessation, nutrition, and physical activity strategies that will be used in the intervention (e.g., incor-
porating therapeutic lifestyle changes as described in the Adult Treatment Panel lll report,® promoting
the DASH eating plan as described in the Seventh Report of the Joint National Committee'). Strategies
should be based on national guideline recommendations, and the project should provide evidence of
its success with a population similar to the WISEWOMAN population (i.e., low-income women, middle-
aged women, and women representing minority/ethnic groups).

Lifestyle intervention counseling. Describe who will provide the lifestyle intervention, where the
intervention will occur, and how often it will be provided. That is, will the counseling be one-on-one or
in a group setting, face-to-face or over the telephone, at the screening provider’s site or out in the
community, provided by a nutritionist/health educator or community health worker, and so forth?
Include a description of the topics covered during each session, the length of the session, and how
behavioral assessments and individualized goal setting will occur.

Data reporting system. Describe the system for collecting and reporting MDEs about the lifestyle
intervention visits (e.g., number and type of sessions attended). Include a sample of forms developed.
This information will be used to determine the exposure to the intervention and whether completion of
the lifestyle intervention activities was timely.

Lifestyle intervention process measures. Describe the system for determining if the intervention is
provided as intended. For example, will the interventionist complete a checklist indicating what was
covered at each session with the participant? Will someone from the health/tribal health agency con-
duct periodic observations of the intervention?

Intervention management. Describe all coordination efforts that are available to maximize interven-
tion attendance. Include plans for overcoming barriers that prevent women from participating in lifestyle
intervention activities.

Behavior change maintenance. Describe efforts that will be used to assist women with maintaining
behavior change. This may include targeted mailings; follow-up telephone calls; referring women to
community organizations that promote healthy eating, physical activity, and/or tobacco-free lifestyles;
and working with community partners to provide low-cost or free access to activities.
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Protocol to Raise Awareness of, Sustain, and Monitor the Project

You must address the following elements in your protocol describing how you will raise awareness of and
interest in the WISEWOMAN services, sustain the project, and monitor it:

¢ Recruitment (using strategies to reach women within and outside of the BCCEDP).
Determine who will conduct the recruiting for WISEWOMAN services and how this recruitment will
occur. Describe recruitment training efforts and strategies that maximize the number of 40- to 64-year-
old women enrolled in BCCEDP to participate in WISEWOMAN screening and lifestyle intervention
services. Describe procedures that notify the provider when a woman is eligible for WISEWOMAN
services. Outreach recruitment strategies should only be used if WISEWOMAN and BCCEDP are
completely integrated to avoid providing WISEWOMAN services to women who are not enrolled in
BCCEDP.

¢ Public health advisory committee. This committee consists of experts who form an interdisciplinary
team to provide advice on the direction of your project as well as specific project issues. Describe who
is on this committee (e.g., physicians, public health practitioners, nutritionists, interventionists, evalua-
tion staff, participants), including their title or experience, how often the committee will meet, and the
activities for which they will be convened to advise upon. Recommendations for involving the public
health advisory committee are noted throughout this guidance document.

¢ Integration of staff. Describe how staff from the different chronic disease programs in the agency will
work together to promote WISEWOMAN (and vice versa). Describe efforts for cross-training and job
sharing.

¢ Public education. Describe the public education activities that will be designed to deliver a clear, con-
sistent message about the need for heart disease, stroke, and other chronic disease screening and
lifestyle interventions. Describe how the campaign will reach WISEWOMAN priority populations and
encourage participation in WISEWOMAN activities.

¢ Training plan. Provide an annual training plan for staff members, contractors, and volunteers with a
focus on meeting the program’s performance and reporting requirements. This plan should include
training topics, training objectives, training participants, and training schedule.

¢ Collaboration to sustain the project. Describe all collaborative efforts. Include a list of key state-
and local-level partners, the frequency of meeting, a plan for supplementing existing services, and a
plan for raising awareness in the community about WISEWOMAN screening and lifestyle intervention
activities. Collaborative efforts will increase the likelihood of the project’s sustainability.
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Partnerships to leverage resources. Describe relationships with traditional and nontraditional
partners, including the state’s Primary Care Association, American Heart Association, pharmaceutical
organizations, state universities, and prevention research centers. In addition, describe the relationship
the project has with state nutritionists, 5 A Day coordinators, physical activity interventionists, commu-
nity health workers, chronic disease prevention programs (e.g., breast and cervical cancer screening
program, cardiovascular disease, diabetes prevention program, tobacco control), and offices of wom-
en’s and minority health.

Community support. Describe partnerships at state and local levels, including community networks,
partnering with local community health organizations, and grassroots efforts to increase awareness of
heart disease and stroke risk factors in women and extend services to reduce these risk factors.

Quality assurance. Describe monitoring activities included in the quality assurance plan. The pur-
pose of the quality assurance plan is to ensure high standards of services delivered through the
WISEWOMAN program. CLIA standards and national clinical care guidelines should be used to
develop the quality assurance plan.

Evaluation plan. The evaluation plan is to include clearly stated evaluation objectives with a timeline
for the collection of data throughout the project period. The project can link evaluation objectives to
data collected for MDEs and other data sources that are collected by the program. At least one key
objective or activity per goal should be monitored and evaluated to determine quality, success, and/or
effectiveness. The template to be used for creating the evaluation plan may be found in Appendix H
and at http://wisewoman.forum.cdc.gov."

Furthermore, enhanced projects are required to submit an evaluation plan that examines the impact of
their lifestyle intervention on lowering WISEWOMAN participants’ blood pressure, lowering total cholesterol
levels, raising high-density lipoprotein cholesterol levels, and improving other risk factors such as poor
nutrition and inadequate physical activity. The impact should be measured soon after completion of the
lifestyle intervention (about 6 months after baseline) and again at 12 months after baseline. For details
about the evaluation plan for enhanced projects, refer to Program Announcement 03022 (see Appendix D,
page D-43).
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Updating Protocols Each Year

Each year, you should submit updated protocols to your project officer.
Be sure to include samples of all developed or draft data collection
forms and other materials when you submit the protocols.

Progress Reports

In accordance with Program Announcement 03022, you must submit a
number of reports to PGO each year (deadlines for key reporting
activities are listed in Table 2.2).

Interim Progress Report

The interim progress report is due the 15th of February each year of
the project period (now through 2008). The interim progress report will
serve as the project’s noncompeting continuation application and must
include the following elements:

a. A succinct description of the program accomplishments/narrative
and progress made in meeting each of the current budget period
activities and objectives during the first 6 months of the budget
period (June 30 through December 31).

b. The reason(s) for not meeting established program objectives and
strategies to be implemented to achieve unmet objectives.

c. Financial progress report for the current budget period.

d. New Budget Period Proposed Activities and Objectives (commonly
referred to as the work plan). A sample work plan is in Appendix H,
and a downloadable version is available at http://wisewoman.forum.
cdc.gov." WISEWOMAN also asks projects to describe and submit
annual training and evaluation plans. These can be incorporated into
the annual work plan (see Appendix H).
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e. Detailed Line-ltem Budget and Justification. A sample budget is in
Appendix J, and a downloadable version is available at http://
wisewoman.forum.cdc.gov."

f. For all proposed contracts, provide the following six elements:
1. Name of contractor.
2. Method of selection.
3. Period of performance.
4. Scope of work.
5. Method of accountability.
6. Itemized budget with justification for each line item.

If the above contract information is not available, please indicate “To Be
Determined” until the information becomes available; it should then be
submitted to the PGO contact identified in the program announcement.

Annual Progress Report

The annual progress report is due 90 days after the end of the
budget period (29th of September). This report should address ele-
ments a—c listed above for the interim progress report for the entire
12-month budget period.

Also due at this time is the financial status report (FSR), which is used
to officially report any unobligated funds to CDC. An FSR is required for
each budget period and the final project period. Ninety days after the
end of each budget period, an FSR is due to PGO. However, you may
make adjustments up to 15 months after the end of the budget period.
You should submit documentation of your current year’s estimated
unobligated dollars on your SF 424A (Standard Form 424A, Budget
Information—Non-Construction Programs), which you will submit with
the continuation application.
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Prior Approval Requirements

Once your project has been awarded funds, you must obtain written
prior approval from PGO for the changes listed below. Failure to obtain
prior approval might result in the disallowance of funds. For additional
information on prior approval requirements, see the PHS Grants Policy
Statement (“the yellow book” at http://grants.nih.gov/grants/policy/
gps).”? The following changes are some of the more common or rel-
evant items that need prior approval:

e (Change in project coordinator/director, principal investigator, or other
key staff, or the absence thereof for more than 3 months.

e Change in project scope or objectives, regardless of whether the
budget is affected.

e Transferring substantive programmatic work by contracting or any
other means to a third party.

e Carryover of unobligated funds from one budget period to another
within an approved project period.

e Extensions of the budget/project period with or without
additional funds.

e Rebudgeting or redirecting a cumulative amount of funds for the
current budget period that exceeds 25% of the total amount
awarded, or $250,000, whichever is less.

e Redirection of funds that were intended for training costs.

e Publication and printing costs exceeding $25,000 for a single publi-
cation when not included in the originally approved budget.

e Equipment purchases exceeding $25,000.
e Requests for additional federal funds.

For additional information on the documents required by PGO, see the
links listed in “Additional Resources” at the end of this chapter.
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Checklist for All Requests Sent to PGO

Use this checkilist to increase the likelihood of having your request
approved the first time you submit it to your PGO grants manage-
ment specialist.

L1 Review the request with your project officer before submitting
it to PGO.

L1 Give your project officer a courtesy copy of all correspondence
with PGO. This can be an electronic or hard copy.

1 Make sure your correspondence to PGO includes the items listed
below. The PGO staff has said this list represents the most
common items left off of correspondence that can cause a delay
in response/approval:

1. A cover letter with two signatures (the signature of the principal
investigator and the signature of the business office official).

2. A budgetary request for a contractor that includes the six
elements for each proposed contract (see page 33, item f).

3. A budgetary request that includes match information (source of
match, amount of match, type of match, method of establishing
value of noncash match, and method of documenting actual
match received).

4. Your project’s cooperative agreement number on all PGO
correspondence.

Minimum Data Elements and Cost Data

Minimum data elements (MDEs) are a set of standardized data ele-
ments developed to ensure that consistent and complete information
on screening location, participant demographic characteristics, screen-
ing results, and lifestyle intervention sessions are collected on partici-
pants in the WISEWOMAN program. Cost data are requested from
projects and are reported at the same time as the MDEs. Your project
can use MDEs and cost data to determine if your WISEWOMAN activi-
ties are effective and cost-effective. The MDEs are collected for each
woman, computerized, converted into a standardized format, and
transmitted to our data contractor, Research Triangle Institute (RTI).
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The project summary report was created to be a management tool for
WISEWOMAN project staff. The report is generated semiannually for
each individual project and for all projects in aggregate using the MDEs.
The project summary report includes the program’s standards for
performance indicators. It provides management with an at-a-glance
view of how the project is progressing over time and can be used to
make data-informed decisions. We encourage you to share some or all
of your report with your public health advisory committee, screening
providers, lifestyle interventionists, and other stakeholders.

Reports, user’s guides, and documents related to MDEs and cost data
may be accessed electronically at https://wisewoman.rti.org/.”® See
Appendix J for a sample project summary report using the aggregate
data format.

Table 2.2. Deadlines for Key Reporting Activities
February 15 Interim progress report sent to PGO.*

April 15 Minimum data elements and cost data sent to Research Triangle
Institute (RTI), the program’s evaluation contractor.

(Data collected from program inception through December 31.)
September 29 Annual progress report sent to PGO.*

September 29 Financial status report (FSR) sent to PGO.*

October 15 Minimum data elements and cost data sent to RTI.

(Data collected from program inception through June 30.)

* Please provide your CDC project officer with a courtesy copy of these reports and
any other documents you submit to PGO.

What Your Project Can Expect from Us

The program announcements list activities that CDC will provide to
funded projects. The technical assistance that your project officer
provides is based on WISEWOMAN's vision, mission, goals and objec-
tives, and, of course, your project and the CDC activities listed in the
program announcement. The following list describes some of the
activities that CDC WISEWOMAN project officers are responsible for
providing to projects:

Technical Assistance and Consultation

e Provide consultation and technical assistance to recipients concern-
ing programmatic or technical matters, as requested.
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|dentify potential or existing problems or issues affecting the project
and share with appropriate staff information and/or findings con-
cerning those problems. Participate with other staff, as appropriate,
in resolving those problems or recommending actions for resolving
the problems.

|dentify innovative programmatic or administrative strategies to
address complex technical assistance needs.

Provide clear explanations of CDC policies and procedures, current
program activities, and future directions.

Serve as a resource to identify alternative sources of information
from other programs at or funded by CDC, other federal agencies,
or national and professional organizations.

Cooperative Agreement Management

Evaluate all projects for programmatic performance, progress, and
any changes using information gathered from site visits, progress
reports and other reports, correspondence, and other sources.

Review reports submitted by your project and ensure that they meet
HHS requirements. When the review has been completed, the
project officer notifies the grants management officer (in PGO) in
writing regarding the satisfactory or unsatisfactory progress of the
recipient. That documentation must be included in the official

(PGO) grant file.

Provide input to grants management staff on correspondence from
recipients on business management issues.

Help projects identify and provide all required information for remov-
ing programmatic or budgetary restrictions.

Help projects ensure that program expenditures are in accordance
with Public Law 101-354 and its amendments, regulations, and
programmatic and budgetary policies.

Facilitate communication with PGO for timely response to a project’s
requests for budgetary actions.
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Below is the list of CDC activities included in Program Announcement
03022. The bulleted items have been added to provide greater detail or
additional explanation of the CDC staff and/or the WISEWOMAN
project officer’s responsibilities.

CDC Activities™

a. Convene workshops, trainings, and/or teleconferences among the
funded projects for sharing information and solving problems of
mutual concern.

CDC will convene workshops or trainings such as the Nutrition
and Public Health Course on an annual basis.

CDC will convene an annual WISEWOMAN meeting.
CDC will convene an annual data manager’s meeting.

CDC will convene bimonthly teleconference calls with all funded
WISEWOMAN projects.

CDC will work with representatives from all of the WISEWOMAN
projects to plan future activities and to solve problems, as needed.

b. Provide ongoing consultation and technical assistance to plan,
implement, and evaluate program activities.

CDC project officer will contact projects on a regular basis (at least
monthly) via telephone to provide guidance with protocol develop-
ment and to review the work plan, interim and annual progress
reports, and budget.

CDC and contractor will review MDE submission and project
reports and assist with development of appropriate follow-up
action plans.

CDC project officer will respond to voice or e-mail requests within
48 hours to acknowledge receipt of request. At that time, the
project officer will communicate how the request will be addressed
and provide the project with a status update, as needed. If the
project officer is out of the office for a length of time greater than
48 hours, an alternative contact will be identified.

c. Conduct site visits to assess program progress and mutually resolve
problems, as needed, or coordinate reverse site visits to CDC in
Atlanta, Georgia.
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CDC project officer will conduct site visits on a regular basis
(minimum of one site visit per year) or as warranted to provide
technical assistance and monitor project progress.

Reverse site visits to Atlanta may be coordinated. In addition, a
meeting may be arranged during the annual WISEWOMAN
meeting.

d. Assist in the development of a research study protocol for IRB
review by all cooperating institutions participating in the research
project. If CDC IRB review is necessary, the CDC IRB will review and
approve the protocol initially and at least once a year thereafter until
the research project is completed. For more detailed information on
the CDC IRB, see http://www.cdc.gov/od/ads/hsr2.htm.!°

The CDC project officer or other CDC staff may

Assist with protocol development.

Participate in planning the study.

Participate in planning meetings.

Serve on steering committees and working groups.

Submit material such as questions and questionnaires for
consideration.

Review study materials, including protocols and study manuals.

Analyze data without identifiers (i.e., data that do not contain
information that could reveal an individual participant’s identity).

Serve as author or coauthor on manuscripts for publication.

Facilitate discussion between the university partner and health
department of the state, territory, or tribal organization.

e. Collaborate with WISEWOMAN projects in the analysis of data and

development of abstracts and publications that inform the program,
public, scientific community, and Congress about program progress
and results.

Copy and distribute materials developed by state, territorial, or tribal
WISEWOMAN projects for the purpose of aiding other
WISEWOMAN projects and public health partners.


http://www.cdc.gov/od/ads/hsr2.htm.15
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Chapter 3: Setting Up Your
Screening and Referral Services

This chapter provides you with the information your project needs to
establish screening services for WISEWOMAN participants. The first
section focuses on requirements specific to the WISEWOMAN
program, and the last section contains national clinical care and
prevention guidelines for providing screening and follow-up services
to WISEWOMAN participants.

WISEWOMAN Program Guidelines

Participants

All women aged 40 or older who are enrolled and remain eligible to
participate in the state, territory, or tribal Breast and Cervical Cancer
Early Detection Programs (BCCEDP) are eligible to participate in
WISEWOMAN. A WISEWOMAN participant is a woman who meets
the eligibility criteria and has

Signed the consent form.

Answered health behavior questions (e.g., on a health-risk appraisal
form, lifestyle questionnaire, or enroliment form).

Been screened for at least one risk factor for heart disease or stroke.

Who Counts?

When we analyze your data to see if you are meeting your screening

performance indicator (i.e., number of women screened), you prob-

ably wonder who counts toward meeting this goal. Even if you submit
data on just one risk factor, that woman counts! However, we expect
that you will submit any missing data (e.g., missing cholesterol or glu-
cose test results) as soon as the data are made available. Keep in

mind, each WISEWOMAN participant must complete the screening
requirements before she can take part in the lifestyle intervention (LSI).
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Screening Guidelines

Policy on Allowable Screening Tests

WISEWOMAN funds can be used for the following tests:

e Resting pulse.

e Blood pressure.

e Serum total cholesterol (nonfasting).

e High-density lipoprotein cholesterol (HDL-C) (nonfasting).
e Height and weight measurements.

e Panels that include assessment of blood glucose.

e Urine analysis, including a test for urine cotinine.

e Paper-and-pencil tests, interviews, or computerized methods that
measure level of physical activity, dietary intake, smoking, osteo-
porosis risk status, immunization status, or other chronic disease
risk factors or preventable health problems.

If a woman is fasting during her screening visit, a fasting lipoprotein
analysis is allowed and should be conducted to determine choles-
terol level, and a fasting plasma glucose is allowed and should be
conducted to determine her glucose level.

Policy on Allowable Office Visits

WISEWOMAN funds can be used to reimburse a maximum of two
office visits per year for each participant. The content of the office
visits will be consistent with the intent of a screening program rather
than a treatment program. However, at the discretion of your project,
these office visits may be used to provide more in-depth counseling
about risk reduction; to reassess whether blood pressure, glucose,
or cholesterol goals have been met as a result of completing the
lifestyle intervention; to conduct allowable diagnostic testing; or to
provide WISEWOMAN screening.
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Policy on Allowable Diagnostic Tests

WISEWOMAN funds can be used for the following diagnostic tests:
fasting lipoprotein panel and fasting plasma glucose (FPG) measure-
ment or oral glucose tolerance test (OGTT).

Policy on A1C Testing

For women with previously diagnosed diabetes, projects may use
WISEWOMAN funds to pay for A1C (glycosolated hemoglobin)
testing in lieu of a fasting plasma glucose test. This test, as with all
other tests conducted at the initial screening visit, will be performed
again 1 year (10-14 months) later at the evaluation (first annual)
screening visit.

Fasting vs. nonfasting. A complete lipoprotein profile (total cholesterol,
low-density lipoprotein cholesterol [LDL-C], high-density lipoprotein
cholesterol [HDL-C], and triglycerides), which requires a 9- to 12-hour
fast, is the preferred cholesterol test, according to the Adult Treatment
Panel Il (ATP lll).! The American Diabetes Association recommends that
an 8-hour fast occur before testing fasting blood glucose.? We encour-
age you to work with your health care practitioners to meet these recom-
mendations. To enable your project to screen the maximum number of
women, the WISEWOMAN program does allow projects to report
nonfasting total cholesterol, HDL-C, and blood glucose. However, a
woman who has abnormal values for any of the nonfasting tests will

be referred or asked to return for a fasting (diagnostic) measure.
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During the initial screening
visit, each woman should
be informed that she will
be asked to participate in
the project’s health-
promoting LSl and that she
will need to return to
complete an evaluation
(first annual) screening visit

in 10-14 months.

Risk-reduction counseling. After each screening visit, the participant
will receive risk-reduction counseling as part of the screening protocol.
Risk-reduction counseling provides the participant with an interpretation
of the results of her screening tests and health-risk-assessment ques-
tions. During these counseling sessions, we strongly recommend that
for all women, you use easy-to-understand language both orally and in
writing. Risk-reduction counseling is not considered to be part of a
project’s lifestyle intervention (LSI) because all women, regardless of
whether or not they agree to attend the LSI sessions, should receive
information on their screening results.

Protocol Development

To develop your screening protocol (also known as standard operat-
ing procedures), use the information in this chapter on allowable
office visits and allowable tests in conjunction with the protocol
guidance provided in Chapter 2. Also consult with your public health
advisory committee and review the list of CPT codes in Appendix C.
These codes relate to the allowable tests and office visits discussed
in this chapter.

Baseline or initial screening. At a minimum, the health care practi
tioner must measure and report to CDC each participant’s blood
pressure (two readings), total cholesterol and HDL-C, and height and
weight, along with the additional data needed to meet the program’s
required minimum data elements (MDEs). This information includes
medical history; medication use; and health behaviors related to diet,
physical activity, and tobacco use.

We highly recommend that projects also screen for diabetes because
this disease is an extremely important risk factor for cardiovascular
disease. If WISEWOMAN funds are used for blood glucose or A1C
testing, the results of these tests should also be reported. These MDEs
are collected at the baseline, evaluation (first annual), and annual office
visits, and they are submitted semiannually to Research Triangle
Institute, the WISEWOMAN program’s evaluation contractor.

During the initial screening visit, each woman should be informed that
she will be asked to participate in the project’s health-promoting LSI
and that she will need to return to complete an evaluation (first annual)
screening visit in 10—14 months. This information should be included in
the consent form. These activities should be offered to all women, not
just those with abnormal screening values.
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Remind-Her Systems

Start with the consent form: It should inform each woman that she
will be asked to return for the evaluation (first annual) screening visit.
The consent form should also inform her of the benefits of attending
the LSI. Other reminder systems, such as telephone calls, postcards,
or letters, are also needed to remind women about appointments.

Interim or mid-year screening. If you have an enhanced WISEWOMAN
project, we strongly encourage you to include an interim rescreening
office visit in your study design. This visit occurs once the participant
has completed all LSI sessions. The screening tests and health behav-
ior questions collected at baseline are collected again at this office visit.
This visit will provide an additional data point that will strengthen the
quality of data used to evaluate the effectiveness of all WISEWOMAN
projects and the WISEWOMAN program overall. If you make an interim
screening visit part of your research design, your enhanced project is
exempt from counting this office visit toward the two-office-visit limit.

Some standard WISEWOMAN projects have asked that participants
who have completed the LSI be allowed to return to their provider
before the evaluation (first annual) screening visit to determine if these
women have met their blood pressure or cholesterol goals. Some proj-
ects may be able to provide this type of feedback without incurring the
cost of an office visit (e.g., by measuring blood pressure during an LS|
session). The interim office visit can only be reimbursed if this visit does
not exceed the program limit of two office visits per participant per year.

Evaluation (first annual) screening. Although national guidelines
might indicate that a woman with a normal screening value does not
need to be rescreened 1 year later (guidelines recommend 2 years for
normal blood pressure, 5 years for normal cholesterol, and 3 years for
normal glucose), the WISEWOMAN program requires an evaluation
screening 1 year after the baseline screening to facilitate program
evaluation.

CDC has established that a minimum of 75% of new women screened
should return for the evaluation screening within 1014 months from the
baseline screening visit. Therefore, every effort should be made to have
women return for this evaluation screening.
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We have been asked a couple of questions related to this office visit:

e “Is it appropriate to cease reminding women about this office visit once
the 14-month period has passed?” Yes, this would be acceptable.

e “If a woman does return to complete the evaluation screening at
15 months or later, should her results be included with the minimum
data element submission?” Yes, we still want these data to be
sent to Research Triangle Institute.

Why Does the WISEWOMAN Program
Place Such a Great Emphasis on
Completing the Evaluation Screening?

This visit is critical for program evaluation. If only a few women return
for the evaluation screening, we cannot know for sure what impact
the WISEWOMAN program is having. For example, the few women
who do return might not represent all women who received the
screening. Changes in risk factors among the returning women
could differ from changes among those who didn’t return for the
evaluation screening. Therefore, it is imperative that you work with
participants and providers to ensure that as many women as pos-
sible return for the evaluation screening. This will help us assess the
program’s true effects.

Policy on Evaluation (First Annual) Screening Visit

A system must be in place to track all new WISEWOMAN partici-
pants, regardless of screening results, to remind them to return for
their evaluation (first annual) screening, which occurs 10-14 months
after the initial screening. At least 75% of all new women screened
will return for the evaluation screening. The evaluation screening will
consist of the same screening tests that were completed at baseline
and will use the same health behavior questions asked during the
initial visit (these are reported as minimum data elements).

Annual screening. WISEWOMAN funds may be used to reimburse
your project for annual screenings that occur beyond the initial and
evaluation (first annual) screening for women who are still eligible to
participate in the program. The data requirements for these annual
screenings are the same as for the initial and evaluation screening visits.
We encourage you to work with your public health advisory committee
to establish your annual screening visit protocol.
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Medical Referrals for Women with Abnormal Values

Policy on Medical Referrals for
Women with Abnormal Values

A major responsibility of your project staff is to ensure that women
with abnormal screening values are referred to a health care provider
for appropriate diagnostic examinations in accordance with national
and program guidelines. You do not need to submit results from this —
office visit to CDC, but you will want to periodically review the referral If the participant
data to detect any problems with your referral system.

completed a fasting

When a woman has a screening value that is abnormal but not in the lipid panel and fasz‘/ng
alert range (see alert values in next section), you should refer her to a

medical care system for diagnostic testing or evaluation in accordance  plood g/ucose at the
with national guideline recommendations. This office visit counts as one

of the two allowable office visits per participant per year. (Note: the first  jnjtial/baseline office visit,
annual screening does not count because it occurs after a new year

begins.) However, if the participant completed a fasting lipid panel and additional diagnostic
fasting blood glucose at the initial/baseline office visit, additional diag-

nostic exams should not be reimbursed with WISEWOMAN funds. In exams are not required
addition, the medical care system that the woman is referred to is

responsible for providing medical follow-up and ensuring treatment. and thus should not

Because the WISEWOMAN program focuses on health promotion and
primary prevention, we require that you send CDC the results of the
bgsehne Ior initial screemhg visit but not the results of the follow-up or WISEWOMAN funds.
diagnhostic exam office visit. For the same reason, you cannot use
WISEWOMAN funds to track or ensure that each woman follows
through with the diagnostic examination unless she had an alert screen-
ing value. Although the care of each woman who has an abnormal
(nonalert) value is not tracked by the project or funded by CDC, you will
want to periodically monitor or review providers’ referral procedures to
ensure that women are being referred to needed follow-up care in a
timely manner.

be reimbursed with

Monitor Care Given to Women
with Alert Screening Values

We established alert values during the first phase of WISEWOMAN
(1995-1998) after reviewing national research studies to determine
how they managed people with dangerously high blood chemistry
measurements.®#
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We modeled WISEWOMAN’s alert values for cholesterol and glucose
on the panic values established by the National Health and Nutrition
Examination Survey Il (NHANES ). NHANES Il defines panic values
as >400 mg/dL for cholesterol and >375 mg/dL for glucose.

WISEWOMAN's alert value for blood pressure is based on guidance
from the Seventh Report of the Joint National Committee on Prevention,
Detection, Evaluation, and Treatment of High Blood Pressure (JNC 7).4
Extremely high blood pressure can be deadly if left untreated for even a
short time. Therefore, the JNC 7 recommends that a systolic blood
pressure of >180 mm Hg or a diastolic blood pressure of >110 mm Hg
be evaluated and treated immediately or within 1 week, depending on
the clinical situation.

WISEWOMAN'’s Alert Screening Values
e Systolic blood pressure >180 mm Hg™.

e Diastolic blood pressure >110 mm Hg*.

e Total Blood Cholesterol >400 mg/dL.

¢ Blood glucose >375 mg/dL.

* To determine if a systolic or diastolic blood pressure is an alert value, your screen-
ing providers may use the average of the two systolic or diastolic measures.

Your project must submit the following data for each woman who has
an alert screening value: (1) the referral date, (2) the diagnostic exam
date, and (3) whether medication was prescribed. The WISEWOMAN
program uses this information to monitor the following:

e Number of women who have an alert screening value.

¢ Percentage of women with an alert screening value who
have been referred to a health care provider. Our standard
is 100%.

e Number of days between screening and referral. \We recom-
mend that the referral call be made the day of screening.
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¢ Percentage of women who follow through with the referral
and complete their follow-up/diagnostic appointment. Our
standard is 95% or higher. Case management should be provided,
if needed.

Number of days from the screening visit to the follow-up/
diagnostic visit. The follow-up visit should occur immediately or
within 1 week, according to WISEWOMAN program policy.

Percentage of women who receive pharmaceutical
treatment. We recommend that all women with alert values receive
treatment in accordance with national clinical care guidelines.

If women with alert values are not receiving care in accordance with
national and program guidelines, your project should conduct a special
study or audit to determine if your referral procedures or provision of
care needs improvement.

Policy on Medical Referral and Documentation
for Women with Alert Values

Women with alert screening values must be evaluated and treated
immediately or within 1 week, depending on the clinical situation, in
accordance with national and program guidelines. For each woman
with an alert value, you must document her referral date, diagnostic
exam date, and if the medication was prescribed as a minimum data
element and submit these data semiannually to Research Triangle
Institute.

WISEWOMAN-Funded Case Management

Policy on Case Management

Although WISEWOMAN supports the use of case management to
improve adherence to national clinical care guidelines, your project
should offer WISEWOMAN-funded case management services only
to women with alert values. WISEWOMAN-funded case manage-
ment services must end when a woman begins receiving prescribed
treatment or is no longer eligible for the WISEWOMAN program.
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WISEWOMAN defines case management in the same way as the
National Breast and Cervical Cancer Early Detection Program Policies &
Procedures Manual ° defines it:

A program component that involves establishing, brokering, and
sustaining a system of available clinical (screening, diagnostic, and
treatment) and essential support services for all NBCCEDP enrolled
women who would ultimately be assessed to need case manage-
ment services. Throughout this policy, the term “client” refers to
women in the NBCCEDP program who have a demonstrated need
for case management, the most intensive intervention in the con-
tinuum of care. CDC expects that the proportion of case
management clients in the program will be small compared with all
the women being served by the NBCCEDP.

Case management is one strategy for ensuring that women with alert
values are screened at appropriate intervals, that they access appropri-
ate diagnostic services to address their alert values, and that they
receive appropriate medical treatment as needed. As noted in the
definition above, case management is the most intensive support
service offered. Professional standards of case management should be
applied if this service is offered.

Key Elements of Individual Case Management*

1. A cooperative effort between the client and case manager to
examine the client’s needs.

2. Development of a written plan for case management.

3. Brokerage of services, coordination of services, and referral to
services.

4. Reassessments of the case management plan.
5. Promotion of the client’s self-sufficiency.

6. Evaluation of the quality of the case management plan.

* Source: National Breast and Cervical Cancer Early Detection Program Policies &
Procedures Manual, page iv-57.°
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Because 60%-80% of WISEWOMAN participants can have abnormal
screening values, the use of federal funds to provide clinical case
management to all women with abnormal screening values is neither
practical nor cost-efficient. This is why WISEWOMAN-funded case
management services should be offered only to women with alert
values. Similar to the NBCCEDP, WISEWOMAN expects that only a
small portion of the women served by the program will receive case
management. In 2004, less than 1% of the women screened had an
alert screening value (70 women of 21,627 women screened).

Treatment and Access to Medication

By law, WISEWOMAN funds cannot be used for treatment. Therefore,
therapeutic interventions, such as medication and medical nutrition
therapy, cannot be reimbursed with WISEWOMAN funds. Your project

can, however, work with health care practitioners to ensure that women

have access to the recommended medical evaluation and treatment,
including low-cost or free prescription medications (Table 3.1).

Policy on Access to Medication

Although you cannot use WISEWOMAN funds for treatment, includ-
ing medication, you must develop a system to ensure access to
medications for women who require this augmentation to lifestyle or
behavior changes. You should describe this system in your project’s
protocol.

Although you cannot use WISEWOMAN funds for treatment, you are
allowed to use these funds for the LS| because this activity is consid-
ered to be health education, not treatment.

WISEWOMAN funds
cannot be used to
reimburse

for therapeutic
interventions, such as
medication, medical
nutrition therapy, or
diabetes self-management
education. However, you
are allowed to use these
funds for the LSl because
this activity is considered
to be health education, not

treatment.
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Table 3.1. Patient and Physician Resources for Discounted and Free Medication*

Resource
340B Drug Discount Program®

Cost Containment Institute®

PhRMA Directory of Patient
Assistance Programs®

Rx Access'® (used by the South
Dakota WISEWOMAN project)

Rx Assist!

Rx Hope'

State Pharmaceutical Assistance
Programs™

The Medicine Program'

‘ Description

A Health Resources and Services Administration
program that gives certain federally funded grantees
access to low-cost pharmaceutical drugs.

Free and Low-Cost Prescription Drugs, 7th edition, a
48-page booklet that gives information on how and
where to obtain free and low-cost prescription drugs.

A directory of Pharmaceutical Research and
Manufacturers of America members who ensure
access to medicines to people who cannot afford to
purchase them.

Rx Access helps people gain access to drug com-
pany assistance programs that supply prescription
medications at low or no cost. In addition, a pharma-
cist will review all medications a person is taking and
may consult with a person’s doctor, if necessary.

A Web site developed by Volunteers in Health Care, a
program of the Robert Wood Johnson Foundation, to
provide health care practitioners with information on
how to access programs that offer a limited supply of
free or low-cost medications.

A free program that helps physicians’ offices apply
for, obtain, and track requests for no-cost medica-
tions offered by federal, state, and charitable
organizations.

A Web site that identifies states that have programs to
provide pharmaceutical coverage or assistance,
primarily to low-income older people or people with
disabilities who do not qualify for Medicaid.

A program that helps patients apply to pharmaceuti-
cal companies’ indigent patient programs.

‘ Contact Information

http://bphc.hrsa.gov/opa/
http://www.institutedc.org/orderbycc.
htm
http://www.phrma.org/searchcures/

dpdpap/

http://www.state.sd.us/social/asa/
rxaccess/

http://www.rxassist.org/default.cfm

Telephone: (908) 713-7600

http://www.ncsl.org/programs/
health/drugaid.htm

Telephone: (866) 694-3893

* Links to nonfederal organizations in this document are provided solely as a service to our users. These links do not constitute
endorsements of these organizations or their programs by CDC or the federal government, and none should be inferred. CDC is
not responsible for the content of the individual organizations’ Web pages found at these links.




Chapter 3: Setting Up Your Screening and Referral Services

55

Clearing Women to Participate
in the Lifestyle Intervention

Health care and screening providers should be made aware that
WISEWOMAN participants are expected to participate in the LSI.
Provider training should include information on the goals and objectives
of the LSI. Providers can play a key role in encouraging participants to
follow through and complete the LS| sessions.

Your project’s protocol must describe how women are referred to the
LSI. There are many ways to do this, as the following examples show:

e You could work with provider offices that have a health educator/
nutritionist/nurse on staff who provides the first LSI session while the
participant is in the office for her cardiovascular and other chronic
disease risk factor screening appointment.

¢ You might require the screening provider to use a “prescription pad”
to indicate the importance of good nutrition, physical activity, and
tobacco cessation to the participant. The “prescription” would then
recommend that the woman participate in the LSI program designed
to help her adopt healthy lifestyle habits.

® You could use the consent form to make the participant aware of the
LS| and then have intervention staff contact her as soon as screen-
ing results have been received to make an appointment for her to
attend the LSI sessions.

The physical activity component of the LSI will likely encourage the
participant to increase her level of moderate-intensity physical activity,
such as walking and doing house and yard work. To screen for women
who might have an adverse outcome from moderate-intensity activities,
we suggest asking her a few questions. One tool that projects may
want to review for use in clearing women for physical activity is the
Physical Activity Readiness Questionnaire (PAR-Q). The British
Columbia Ministry of Health developed the original PAR-Q, and an
Expert Advisory Committee of the Canadian Society for Exercise
Physiology revised the questionnaire in 2002. The PAR-Q contains
seven questions and can be accessed at http://www.csep.ca/pdfs/
par-q.pdf.’®


http://www.csep.ca/pdfs/
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The North Carolina WISEWOMAN project has worked with the University
of North Carolina to adapt the PAR-Q to meet its project’s needs. The
following questions are included in the project’s consent form:

1.

5a.

5b.

Has your doctor ever said that you have a heart condition and that
you should only do physical activity recommended by a doctor?
[Jyes [Ino

Do you feel pain in your chest when you do physical activity?
Lyes [no

In the past month have you had chest pain lasting more than one
minute when you were not doing physical activity?
[lyes [Ino

Do you lose your balance because of dizziness or do you ever lose
consciousness?
[(Jyes [Ino

Is your doctor currently prescribing drugs for your blood pressure
or heart condition (for example, water pills)?
If yes, go to 5b.

If 50, is your blood pressure or heart condition UNDER CONTROL?
[lyes [Ino

Do you know of any other reason why you should not do
physical activity?
[(Jyes [Ino

If the participant answers YES to any one of the questions 1 through 4
or 6 (above), or if the answer to question 5b is no, she will be referred
to her clinician for permission to participate in the physical activity
portion of the project.
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Data Systems Needed to Track Screening Activities

At a minimum, projects need to have systems in place that allow them to

Identify and screen BCCEDP participants who are 40 years of age
or older (a process known as “inreach” within the NBCCEDP).

Submit accurate, complete, and timely MDEs.

Notify participants of their screening results, ideally in plain language,
both verbally and in writing.

Identify health care practitioners willing to provide follow-up care to
WISEWOMAN participants who have abnormal screening results.

Ensure that women who have alert screening values are evaluated
immediately or within 1 week, depending on their clinical situation.

Ensure that case management is available for every participant who
has an alert screening value. The case manager can help the partici-
pant navigate the health care system to ensure that she receives
timely follow-up care.

Monitor women with alert values to find out when they received
follow-up care and if they were prescribed medication in accordance
with national and program guidelines.

Know who has completed the initial screening and is thus eligible
to participate in the health-promoting LSI. (See Chapter 4, which

describes tracking needs for the intervention component of your

project.)

Notify participants that they need to return for their evaluation
screening visit 1 year (1014 months) after the baseline screening.
Many projects mail reminders to participants and/or call them.
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For additional information on

evaluation, see Chapter 5.

Evaluating Screening Activities

The WISEWOMAN program encourages your project to develop a
quality assurance plan and methods that support continuous quality
improvement. Your protocol should describe the quality assurance
activities you plan to implement and they should also be reflected in
your work plan.

Quality assurance typically means ensuring that standards of quality are
being met. For example, quality assurance plans should specify that
projects only contract with providers who send their blood draws to
labs that are CLIA-approved. If CLIA-waived equipment to test choles-
terol levels are used, then the quality assurance plan should specify
ways to ensure that the users of these machines are trained on how to
calibrate and use them.

National Clinical Care and Prevention Guidelines

Adherence to National Guidelines

Policy on Ensuring Adherence to National Guidelines

To ensure that participants receive high-quality care, your project
should contract only with health care practitioners who agree to
provide care in accordance with national clinical care and prevention
guidelines. In addition, your project should offer these practitioners
professional development opportunities that promote the use of
national guideline recommendations.

In addition to offering professional development opportunities, your
project can use several other methods to ensure that health care
practitioners adhere to national clinical care and prevention guidelines:

® In your contracts with health care practitioners, include language
that calls for adherence to clinical care guidelines.

¢ Work with the practitioners’ public heath advisory committee to
develop screening protocols.

e Establish mechanisms for providing feedback to health care practi-
tioners on how well they are adhering to these guidelines.
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Table 3.2. National Guidelines Aimed at Modifying Risk Factors for Cardiovascular and Other Chronic Diseases

Risk Factor | Guidelines and Web Links*

High blood pressure The Seventh Report of the Joint National Committee on Prevention, Detection, Evaluation, and
Treatment of High Blood Pressure (JNC 7)*
http://www.nhlbi.nih.gov/guidelines/hypertension/jnc7full.htm

High cholesterol National Cholesterol Education Program, Adult Treatment Panel lIl Report (ATP IlI)!
http://www.nhlbi.nih.gov/guidelines/cholesterol/atp_iii.ntm

Implications of Recent Clinical Trials for the National Cholesterol Education Program Adult Treatment
Panel Il Guidelines'®
http://rover2.nhlbi.nih.gov/guidelines/cholesterol/atp3upd04.htm

Poor nutrition Dietary Guidelines for Americans'
http://www.healthierus.gov/dietaryguidelines/

ATP-IIl TLC diet principles'®
http://www.nhlbi.nih.gov/guidelines/cholesterol/atp3upd04.htm

DASH eating plan (JNC 7)'®
http://www.nhlbi.nih.gov/health/public/heart/hbp/dash/

Low levels of physical | CDC/American College of Sports Medicine (ACSM) recommendations™
activity http://www.cdc.gov/nccdphp/dnpa/physical/recommendations/older_adults.htm

Surgeon General’s recommendations for physical activity?®
http://www.cdc.gov/nccdphp/sgr/contents.htm

The Task Force on Community Preventive Services systematic reviews of community interventions to
increase physical activity?’
http://www.thecommunityguide.org/pa/default.ntm

Overweight and Obesity Education Initiative’s guidelines for weight management??
obesity http://www.nhlbi.nih.gov/about/oei/

The Practical Guide: Identification, Evaluation, and Treatment of Overweight and Obesity in Adults®
http://www.nhlbi.nih.gov/guidelines/obesity/ob_home.htm

Tobacco use U.S. Department of Health and Human Services Clinical Practice Guideline: Treating Tobacco Use and
Dependence: A Systems Approach®
http://www.surgeongeneral.gov/tobacco/default.ntm

Diabetes American Diabetes Association Clinical Practice Recommendations 20052
http://www.diabetes.org/for-health-professionals-and-scientists/cpr.jsp

* The WISEWOMAN program recognizes that these are guidelines or recommendations and that a responsible physician’s
judgment remains paramount.

Screening for High Blood Pressure

Providers should follow the recommendations of the Seventh Report of
the Joint National Committee on Prevention Detection, Evaluation, and
Treatment of High Blood Pressure (JNC 7) (http://nhlbi.nih.gov/guide-
lines/hypertension/jnc7full.htm).*

The prevention and management of hypertension are major public
health challenges for the United States. The prevalence of hypertension
increases with advancing age: more than half of people aged 60-69
years old and approximately three-fourths of those aged 70 years or
older have high blood pressure.*


(http://nhlbi.nih.gov/guide-
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WISEWOMAN projects
Should incorporate
culturally appropriate
Strategies to reach out
and recruit women from
minority racial and

ethnic groups.

Several factors that contribute to hypertension have been identified,
including being overweight; consuming too much sodium; not getting
enough physical activity; not consuming enough fruits, vegetables, and
potassium; and drinking too much alcohol. Primary prevention mea-
sures are needed to reduce or minimize these causal factors in the
population. A population approach that decreases the blood pressure
level in the general population by even modest amounts could substan-
tially delay the development of hypertension and reduce illness and
deaths from heart disease and stroke.

The prevalence, impact, and control of hypertension differ across racial
and ethnic subgroups of the U.S. population. For example, hyper-
tension is more common and more severe, develops at an earlier age,
and has greater health consequences among African Americans than
among non-Hispanic whites.* Control of blood pressure is less common
among Mexican Americans and Native Americans than among non-
Hispanic whites and African Americans. As a result, WISEWOMAN
projects will want to incorporate culturally appropriate strategies to
reach out and recruit women from minority racial and ethnic groups.*

Accurate blood pressure measurement. Accurate blood pressure
measurement is critical for detecting and managing high blood pres-
sure. The JNC 7 report recommends the following steps for accurately
measuring blood pressure:

1. Clients should not smoke, exercise, or have caffeine for at least 30
minutes before their blood pressure is measured.

2. Clients should be seated quietly for at least 5 minutes in a chair
(rather than on an exam table), with feet on the floor and arms
supported at heart level.

3. To ensure accuracy, use an appropriate size cuff (cuff bladder
encircling at least 80% of the arm). Many adults will require a large
adult cuff.

4. Use a mercury sphygmomanometer, a recently calibrated aneroid
manometer, or a validated electronic device to measure blood
pressure.

5. Systolic blood pressure (SBP) is the point at which the first of two or
more sounds is heard (phase 1), and diastolic blood pressure (DBP)
is the point before the disappearance of sounds (phase 5).

6. Measure and record at least two measurements, separated by
a minimum of 2 minutes. If the first two readings differ by more than
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5 mm Hg, obtain additional readings (per JNC 6). WISEWOMAN
requires that two measurements be reported.

7. Clinicians should give each client specific blood pressure numbers
and goals, both verbally and in writing.

Table 3.3 provides a quick reference guide for evaluating the blood
pressure of WISEWOMAN participants. This table incorporates JNC 7
recommendations as well as WISEWOMAN program guidance.

Table 3.3. Blood Pressure Screening for WISEWOMAN Participants

Classification* | Systolic Diastolic | WISEWOMAN Funds May Be Used to Reimburse for These Required Follow
Blood Blood Up Activitiest

Pressure | Pressure
(mm Hg) | (mm Hg)

Normal <120 and <80 e Refer participant to structured WISEWOMAN lifestyle intervention (LSI) to help
her adopt and maintain healthy lifestyle practices.

e Recheck blood pressure 1 year after baseline screening for program evaluation.®

Pre-hypertension | 120-139 and 80-89 | e Refer participant to structured WISEWOMAN LSI to help her adopt and maintain
healthy lifestyle practices and avoid developing hypertension.

e Recheck blood pressure 1 year after baseline screening for program evaluation.

Stage 1 140-159 or 90-99 e Refer participant to structured WISEWOMAN LSl to help her adopt and maintain
Hypertension healthy lifestyle practices.

e Refer to confirm blood pressure within 2 months.

* Recheck blood pressure 1 year after baseline screening for program evaluation.

Stage 2 =160 or =100 e Refer participant to structured WISEWOMAN LSI to help her adopt and maintain
Hypertension healthy lifestyle practices.

e Refer participant for blood pressure reevaluation within 1 month.

e Recheck blood pressure 1 year after baseline screening for program evaluation.

Alert value as >180 or >110 e Refer participant for follow-up care and track to ensure that she is evaluated and
identified by treated immediately or within 1 week, depending on clinical situation.
WISEWOMAN . .

program (subset ® Provide case management, if needed.

of Stage 2)

e Refer participant to structured WISEWOMAN LS| to help her adopt and maintain
healthy lifestyle practices.

e Recheck blood pressure 1 year after baseline screening for program evaluation.

* If systolic and diastolic categories are different, follow recommendations for shorter time follow-up (e.g., @ woman with a reading
of 160/86 mm Hg should be evaluated or referred to source of care within 1 month).

T Modify the scheduling of follow-up according to reliable information about past blood pressure measurements, other cardiovas-
cular risk factors, or target organ disease as defined by JNC 7. WISEWOMAN funds may be used to reimburse a maximum of
two office visits per year per participant. This means that the initial screening visit and a referral/follow-up office visit to confirm or
diagnose high blood pressure can be reimbursed by the program. The evaluation (first annual) screening visit occurs in the next
screening year.

§ Although the JNC 7 guidelines recommend a 2-year interval for people who have normal blood pressure, the WISEWOMAN pro-
gram requires that women return 1 year (1014 months) after their baseline screening visit to collect data for purposes of program
evaluation.
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ATP lll recommends a
complete lipoprotein profile
(total cholesterol, LDL-C,
HDL-C, and triglycerides,
conducted after a 9- to 12-
hour fast) as the preferred
initial test, rather than

total cholesterol and

HDL-C alone.

Screening for High Blood Cholesterol

Providers should follow the recommendations of the National
Cholesterol Education Program’s (NCEP) Adult Treatment Panel Ill (ATP
l) Report! for treating high blood cholesterol in adults (http://www.
nhlbi.nih.gov/guidelines/cholesterol/atp_iii.htm) and view the July 2004
update to these guidelines (http://www.nhlbi.nih.gov/guidelines/
cholesterol/atp3upd04.htm).'6

The ATP lll Report states that a clinical risk assessment has two goals:
(1) to identify people who are at risk for accelerated atherogenesis and
(2) to identify those who are at higher risk for acute coronary syndrome
because of established advanced atherosclerosis. A feature of the

ATP Il Report is a focus on primary prevention of coronary heart
disease in people with multiple risk factors.

Your WISEWOMAN project should strongly encourage health care
practitioners to use ATP Il recommmendations to guide their care of
WISEWOMAN participants with elevated cholesterol. To promote the
use of these recommendations, you should work with your public health
care advisory committee to develop protocols and provide training on
ATP Il guidelines for health care providers.

ATP lll recommends a complete lipoprotein profile (total cholesterol,
LDL-C, HDL-C, and triglycerides, conducted after a 9- to 12-hour fast)
as the preferred initial test, rather than total cholesterol and HDL-C
alone. Although the WISEWOMAN program also prefers this type of
testing, we also recognize that WISEWOMAN screenings can occur
during a breast and cervical cancer screening visit, when women are
unlikely to have fasted. Consequently, WISEWOMAN allows projects to
determine cholesterol levels by measuring nonfasting total cholesterol
and HDL-C. For women who are otherwise at low risk (one or no risk
factor), further testing is not required if their HDL-C level is =40 mg/dL
and their total cholesterol is <200 mg/dL. However, for women with
two or more risk factors, lipoprotein measurement is recommended as
a guide to clinical management. (Providers should refer to Step 2 of
ATP Il Guidelines At-A-Glance Quick Desk Reference® [http://www.
nhlbi.nih.gov/guidelines/cholesterol/atglance.pdf] to determine a
participant’s number of risk factors. The number of risk factors is

used to determine if the Framingham 10-year risk for coronary heart
disease should be calculated. The results of this calculation are then
used to determine the LDL-C goal.)


(http://www
(http://www.nhlbi.nih.gov/guidelines/
[http://www
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Table 3.4 provides a quick reference for evaluating the cholesterol levels
of WISEWOMAN participants. This table incorporates ATP Il recom-
mendations as well as WISEWOMAN program guidance.

Table 3.4. Cholesterol Screening for WISEWOMAN Participants

Classification | Total WISEWOMAN Funds May Be Used to Reimburse for These Required Follow Up Activities*
Cholesterol

(mg/dL)

Desirable <200 ¢ Refer participant to structured WISEWOMAN lifestyle intervention (LSI) to help her adopt and
maintain healthy lifestyle practices.

e Refer participant for fasting lipid panel if screening test was nonfasting and HDL is <40 mg/dL.

e Recheck cholesterol 1 year after baseline screening for program evaluation.

Borderline high | 200-239 e Refer participant to structured WISEWOMAN LSI to help her adopt and maintain healthy
lifestyle practices.

e Refer participant for complete fasting lipid panel if screening test was nonfasting.

* Recheck cholesterol 1 year after baseline screening for program evaluation.

High =240 e Refer participant to structured WISEWOMAN LSI to help her adopt and maintain healthy
lifestyle practices.

e Refer participant for complete fasting lipid panel if screening test was nonfasting.

* Recheck cholesterol 1 year after baseline screening for program evaluation.

Alert value as >400 e Refer participant for follow up care and track that she is evaluated and treated immediately or
identified by within 1 week, depending on clinical situation.
WISEWOMAN

program * Provide case management if needed.

e Refer participant to structured WISEWOMAN LSl to help her adopt and maintain healthy
lifestyle practices.

Recheck cholesterol 1 year after baseline screening for program evaluation.

* Although the ATP Ill guidelines recommend a 5-year interval for people who have normal blood cholesterol, the program requires
that women return 1 year after their baseline screening visit to collect data for purposes of program evaluation. WISEWOMAN
funds may be used to reimburse a maximum of two office visits per year per participant. This means that the initial screening visit
and a referral/follow-up office visit to confirm or diagnose high cholesterol can be reimbursed by the program. The evaluation (first
annual) screening visit occurs in the next screening year.
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Screening for Overweight and Obesity

Providers should follow the recommendations of the National Institutes
of Health (NIH) Practical Guide on the Identification, Evaluation, and
Treatment of Overweight and Obesity in Adults (http://www.nhlbi.nih.
gov/guidelines/obesity/ob_home.htm ).2

All overweight and obese adults (18 years of age or older) with a body
mass index (BMI) of =25 are considered at risk for developing associ-
ated morbidities or diseases such as hypertension, high blood
cholesterol, type 2 diabetes, coronary heart disease, and other dis-
eases. Adults with a BMI of 25-29.9 kg/m? are considered overweight,
and those with a BMI >30 kg/m? are considered obese.?

This guide provides health care practitioners with a step-by-step
approach to treating overweight and obesity. Your project’s public
health advisory committee should review these guidelines and write the
protocol accordingly. Many of the steps in this approach may be cov-
ered by the WISEWOMAN-funded LSI, which incorporates strategies to
increase physical activity and includes behavioral strategies such as
self-monitoring, stress management, problem-solving, and social
support. Your project may address caloric intake by teaching partici-
pants how to choose sensible portion sizes and how to determine how
many daily servings of each food group are needed for a healthy diet.

For women found to have a BMI between 25 and 34.9 kg/m?, the
health care provider should also measure waist circumference. A high
waist circumference (>35 inches for women) is associated with an
increased risk for type 2 diabetes, dyslipidemia, hypertension, and
cardiovascular disease.?®

Table 3.5 provides a quick reference guide for evaluating the weight of
WISEWOMAN participants. This table incorporates recommendations
from the Practical Guide as well as WISEWOMAN program guidance.


(http://www.nhlbi.nih
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Table 3.5. Weight Screening for WISEWOMAN Participants

WISEWOMAN Funds May Be
Used to Reimburse for These
Required Follow Up Activities

Classification Body Mass Index

(BMI)

<18.5 kg/m?
18.5-24.9 kg/m?
25-29.9 kg/m?
30-34.9 kg/m?
35-39.9 kg/m?

e Refer participant to structured
WISEWOMAN lifestyle interven-
tion to promote healthy lifestyle
habits.

Underweight
Normal weight
Overweight
Obesity (Class 1)
Obesity (Class 2)

® Reassess body mass index 1
year after baseline assessment

Extreme obesity (Class 3) | =40 kg/m? for program evaluation.”

* Although the NIH guidelines recommend a 2-year interval for people who are not
overweight, the WISEWOMAN program requires that women return 1 year after their
baseline screening visit to collect data for purposes of program evaluation.

Did You Know?

If your WISEWOMAN project reimburses providers for diabetes
screening, then all women participating in your project should be
screened for diabetes.

Screening for Diabetes

When screening for diabetes, providers should follow the American
Diabetes Association’s (ADA’'s) 2005 Clinical Practice Recommendations,
Screening for Type 2 Diabetes (http://www.diabetes.org/for-health-
professionals-and-scientists/cpr.jsp).? Whereas the WISEWOMAN
legislation mandates that all projects screen their participants for ele-
vated blood pressure and cholesterol, the program strongly encourages
projects to screen for diabetes, which is a risk factor for cardiovascular
disease. Generally, the effectiveness and cost-effectiveness of screen-
ing asymptomatic populations for diabetes remains controversial, as the
ADA notes in its recommendations.? Nevertheless, the ADA recommen-
dations support the use of opportunistic screening in a clinical setting
for people at high risk for diabetes.

CDC'’s Division of Diabetes Translation has determined that diabetes
screening provided through WISEWOMAN constitutes opportunistic
screening because the participant is screened within a health care
facility, usually during an office visit for breast and cervical cancer
screening. WISEWOMAN participants are often at higher risk for diabe-
tes because of their age, weight, and physical inactivity. Therefore, the
WISEWOMAN program allows your project to use WISEWOMAN funds
for diabetes screening. Work with your public health advisory commit-
tee to determine whether or not your project will screen participants for
diabetes, and make sure your protocol reflects this decision.

Which Test Is Preferred

for Diagnosing Diabetes?

The FPG test is preferred
for diagnosis of diabetes

in clinical settings because
it is easier and faster to
perform, more convenient
and acceptable to patients,
and less expensive. OGTT
Is not recommended for
routine clinical use. A1C

IS not a screening or diag-
nostic test, but is used to

monitor glycemia.



(http://www.diabetes.org/for-health-
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Diagnostic testing. The fasting plasma glucose (FPG) test and the
oral glucose tolerance test (OGTT) are both suitable tests for diagnosing
diabetes; however, OGTT is not recommended for routine clinical use.
The FPG test is preferred in clinical settings because it is easier and
faster to perform, more convenient and acceptable to patients, and less
expensive. Participants with an FPG of 126 mg/dL (7.0 mmol/l) or
greater should be retested on a different day to confirm a diabetes diag-
nosis. If the participant has an FPG of less than 126 mg/dL (7.0 mmol/l)
but is nonetheless suspected to have diabetes, an OGTT should then
be performed. An OGTT value of 200 mg/dl (11.1 mmol/l) or greater is a
positive test for diabetes and should be confirmed on a different day.
The ADA and the WISEWOMAN program do not endorse the use of
A1C (glycosolated hemoglobin) as a screening test.

The ADA defines fasting as not consuming food or beverages other
than water for at least 8 hours before testing. Because many
WISEWOMAN participants visit their provider after they have already
eaten or had a beverage, WISEWOMAN allows projects to use nonfast-
ing blood glucose testing. The ADA refers to such tests as casual
plasma glucose measurements. In other words, the measurement is
taken without regard to the time of the last meal. A casual plasma
glucose level =200 mg/dL in someone who has symptoms of diabetes
(e.g., excessive thirst, blurred vision, frequent urination, weight loss) is
considered diagnostic of diabetes. A confirmatory FPG test or OGTT
should be completed on a different day if the patient’s clinical
condition permits.

Hemoglobin A1C. Hemoglobin is the part of a red blood cell that
carries oxygen to the cells and sometimes joins with the glucose in the
bloodstream. Testing the hemoglobin A1C of a person who has diabe-
tes allows the provider to measure the person’s average blood glucose
level over the past 2—3 months. Also referred to as A1C, the test shows
the amount of glucose that sticks to the red blood cell, which is propor-
tional to the amount of glucose in the blood. The A1C test values remain
a valuable tool for monitoring glycemia, but it is not currently recom-
mended for the screening or diagnosis of diabetes.

Table 3.6 provides a quick reference for evaluating the blood glucose
levels of WISEWOMAN participants. The table incorporates ADA rec-
ommendations as well as WISEWOMAN program guidance.
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Table 3.6. Diabetes Screening for WISEWOMAN Participants

Classification

Glucose (mg/dL)

WISEWOMAN Funds May Be Used to Reimburse for These Required

Desirable

Prediabetes

Diabetes

Alert value as
identified by
WISEWOMAN
program

FPG* <100
OGTT* <140

FPG 100-125
(impaired fasting glucose)

or

OGTT 140-199
(impaired glucose tolerance)

FPG =126
OGTT >200

Casual >200 plus symptoms

Fasting or casual

>375

Follow Up Activities®

e Refer participant to structured WISEWOMAN lifestyle intervention (LSI) to

promote healthy lifestyle habits.

Recheck glucose 1 year after baseline screening for program evaluation.
Refer participant to structured WISEWOMAN LSI created to promote
healthy lifestyle habits.

Refer participant if results are not clearly hyperglycemia to confirm results
on a different day.

Recheck glucose 1 year after baseline screening for program evaluation.
Refer participant to structured WISEWOMAN LSI created to promote
healthy lifestyle habits.$

Refer participant if results are not clearly hyperglycemia to confirm results
on a different day.

Recheck glucose 1 year after baseline screening for program evaluation.

Refer participant for treatment and monitor that she is evaluated and
treated immediately or within 1 week, depending on clinical situation.

Provide case management if needed.

Refer participant to structured WISEWOMAN LSI created to promote
healthy lifestyle habits.$

* Recheck glucose 1 year after baseline screening for program evaluation.

* FPG, fasting plasma glucose, which is the preferred screening test; OGTT, oral glucose tolerance test.

T Although the ADA recommends rechecking normal glucose in 3 years or sooner for high-risk individuals, the program requires
that all women regardless of screening results return 1014 months after initial screening for purposes of collecting evaluation
data. WISEWOMAN funds may be used to reimburse a maximum of two office visits per year per participant. This means that the
initial screening visit and a referral/follow-up office visit to confirm hyperglycemia can be reimbursed by the program. The evalua-
tion (first annual) screening visit occurs in the next screening year.

§Participants may need to be referred for diabetes self-management education or medical nutrition therapy. However,
WISEWOMAN funds cannot be used to pay for these therapeutic interventions.
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Brief Counseling Can

Make A Difference!

Guidelines suggest that

as little as 3 minutes of
physician intervention with
an adult who uses tobacco
can increase by 50% that
person’s chances of

quitting successtully.

Screening for Tobacco Use

Providers should refer to the recommendations of Treating Tobacco
Use and Dependence—Clinician’s Package: A How-To Guide for
Implementing the Public Health Service Clinical Practice Guidelines
(available at http://www.surgeongeneral.gov/tobacco/clinpack.html).2
These guidelines suggest that as little as 3 minutes of physician inter-
vention with an adult who uses tobacco can increase by 50% that
person’s chances of quitting successfully. The guidelines further advise
that because effective tobacco dependence treatments are available,
every participant who uses tobacco should be offered at least one of
these treatments:

e Participants willing to try to quit tobacco use should be provided
treatments identified as effective in the U.S. Public Health Service
guideline.

e Participants unwilling to try to quit tobacco use should be provided
a brief intervention designed to increase their motivation to quit.

WISEWOMAN participants should be advised to quit and then offered
effective treatment options, which include a behavior modification
program, social support, quitting advice, and, when appropriate, drug
therapies. WISEWOMAN projects are encouraged to work with their
providers and partners to offer these different options.

Many of the states that have a WISEWOMAN project also have a state
quitline to which women should be referred. Some states even have
what is referred to as a proactive quitline. A proactive quitline uses a
referral form that contains the client’s consent to counseling. The
provider can fax this referral form directly to the quitline, and the quitline
counselor can then call the client directly. Several meta-analyses have
found that proactive telephone counseling is effective.?~%" The current
U.S. Public Health Clinical Practice Guideline and the Guide to
Community Preventive Services both recommend proactive telephone
counseling as a method to help smokers quit.?" 2° Randomized, con-
trolled trials have established the efficacy of such proactive interventions,


http://www.surgeongeneral.gov/tobacco/clinpack.html).26
http:quit.21
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with the most recent meta-analysis of 13 studies showing a 56%
increase in quit rates when compared with self-help.®' Proactive quit-
lines might provide some form of immediate reactive assistance when
a tobacco user first calls, but they also provide more comprehensive
services through outbound (proactive) calls. The outbound service,
which often entails multiple follow-up sessions, is typically scheduled
by agreement with the smoker.

Proactive Quitlines Work!

Proactive telephone counseling is proven effective, and both the
U.S. Public Health Clinical Practice Guideline and the Guide to
Community Preventive Services recommended proactive telephone
counseling as a method to help smokers quit.

The 5 A’s

The U.S. Public Health Service recommends that providers use
something as brief as the 5 A’s with tobacco users at each of their
office visits:

e Ask about tobacco use. Implement an office-wide system that
ensures that, for every person at every clinic visit, tobacco-use
status is queried and documented.

¢ Advise to quit. In a clear, strong, and personalized manner, urge
every tobacco user to quit.

¢ Assess willingness to make a quit attempt. Ask every tobacco
user if she is willing to make a quit attempt at the time (e.g., within
the next 30 days).

¢ Assist in quit attempt. Help the person who smokes with a quit plan.

¢ Arrange follow up. Schedule follow-up contact, either in person or
via telephone.
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In this chapter, the
information on tobacco
cessation is specific to
physician counseling.
Additional information on
Strategies for helping
WISEWOMAN participants
quit smoking (e.g., quitlines)

is in Chapter 4.

The 5 R’s
For women who are not ready to quit, you can use the 5 R’s:

¢ Relevance. Encourage the person who smokes to indicate why
quitting is personally relevant.

¢ Risks. Ask the participant to identify potential negative conse-
quences of tobacco use.

Rewards. Ask the participant to identify potential benefits of stop-
ping tobacco use.

¢ Roadblocks. Ask the participant to identify barriers or roadblocks
to quitting.

¢ Repetition. Repeat this motivational intervention every time you
interact with the participant. Tell tobacco users who have failed in
previous quit attempts that most people make repeated quit
attempts before they are successful.

Screening for Nutrition and Physical Activity

Before or during the baseline screening, each woman is to complete the
intake or enroliment form, which asks questions to assess the quality of
her diet and her level of physical activity. For example, she is asked how
many fruits and vegetables she consumes each day and how many
minutes of moderate-intensity physical activity she completes on how
many days each week. We encourage providers to make recommenda-
tions based on each participant’s responses and to encourage the par-
ticipant to complete the LSI. (See Chapter 4 for details about the LSI.)

Overview of Project Screening and
Referral Responsibilities

The following flow diagram provides an overview of project responsibili-
ties with regard to screening and referral. This program flow diagram
was adapted from the University of North Carolina’s WISEWOMAN
manual.®?
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Figure 3.1. Summary of Project Screening and Referral Responsibilities

Conduct baseline screening.

¢ Participant signs consent form.

¢ Baseline screening form is completed (to
use, nutrition, and physical activity).

¢ Baseline measures are taken to include
height, weight, blood pressure (two
measures), cholesterol, and others per
protocol (e.g., glucose).

* Physical activity clearance is completed.

include minimum data elements for tobacco

o Provide results.

« Strongly encourage participant
to attend structured lifestyle
intervention to establish or
maintain healthy behaviors.

Desirable

screening

values

« Reevaluate 1 year after baseline
screening.

Abnormal blood pressure,
body mass index, glucose, cholesterol
(nonalert values), and tobacco use

WISEWOMAN
alert values

* Inform client of results.

¢ Make medical referrals, if indicated, for
- Abnormal blood pressure.
- Abnormal cholesterol.
- Abnormal blood glucose.
- Abnormal weight.

* Not only refer but also track to make sure she
received timely care (immediately or within 1
week, depending on clinical situation).

* Case management is made available.

® Capture documentation needed for semi-annual
reporting (date referred, date evaluated,
appropriate treatment provided).

- Tobacco use.

L !

Provide structured health-promoting lifestyle intervention (LSI).

* Provide LSI to women with normal and abnormal/alert values, per project protocol.

¥

¥

Conduct interim or mid-year follow-up visit for assessing intervention effectiveness

(enhanced project).

¢ Repeat baseline measures after completion of LSI.

* Repeat baseline measure for women in the control group.

* Provide women with written and oral information about test/screening results.

¢ Provide medical referral for women with abnormal/alert values.

¥

¥

Conduct required evaluation screening visit 12 months (+/- 2 months) after baseline screening

(standard and enhanced projects).

* Repeat baseline measures (regardless of whether they attended intervention): weight, blood pressure,
lipids, and blood glucose in accordance with protocol.

¢ Repeat baseline screening form (to include minimum data elements that contain nutrition and physical

activity assessment).

* Provide women with written and oral information about screening results.

¢ Refer women with abnormal/alert values.
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Chapter 4: Building a Successful
Lifestyle Intervention

This chapter provides guidance to help your project build a success-
ful lifestyle intervention that meets the objectives of the WISEWOMAN
program. The first section of this chapter provides general informa-
tion on selecting and developing the lifestyle intervention. The second
section provides requirements on data collection and analysis that
your project must follow. The third section covers recommendations
from national guidelines on how to encourage people to eat heart-
healthy foods, be more physically active, and quit smoking. These
recommendations provide the foundation for building your lifestyle
intervention.

The mission of WISEWOMAN is to provide low-income, underinsured,
or uninsured women aged 40-64 years with the knowledge, skills, and
opportunities needed to improve their diet, physical activity, and other
life habits (e.g., live tobacco-free) and thus prevent, delay, or control
cardiovascular and other chronic diseases.

To accomplish this mission, the WISEWOMAN program funds state or
tribal health agencies to provide eligible women with lifestyle interven-
tions (LSIs) that have been rigorously studied and proven effective in

reducing cardiovascular disease (CVD) risk factors by targeting tobacco

use, obesity, poor diet, and physical inactivity. These lifestyle interven-
tions have been created or adapted and then standardized for use
throughout the state or tribal organization. Staff are required to review
the existing literature and select scientifically sound, culturally relevant
LSls that will be most effective for their populations. Thus, LSIs vary
across—but not within—projects.
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Standard vs. Enhanced

Projects

Standard WISEWOMAN
projects must select an
intervention that has
already been evaluated
and determined to be
effective in reducing CVD
risk factors. We refer to
these as evidence-based
LSIs. Enhanced

WISEWOMAN projects,

however, are funded to test

the effectiveness of an LSI.

See page 86 for more

information.

WISEWOMAN LSIs are low in cost, especially when compared with the
cost of treating chronic diseases once they have developed, and these
interventions pose minimal risks to women in the program. We know of
no other program that has the potential of providing low-income, mid-
dle-aged women across the United States with the knowledge, skills,
and opportunities to adopt and maintain a heart-healthy lifestyle. We
target these four major risk factors:

Smoking. Tobacco use remains the leading preventable cause of
death in the United States, causing approximately 440,000 deaths each
year.! The long list of diseases caused by smoking includes CVDs,
chronic lung diseases, and many different cancers (e.g., cervical,
esophageal, lung, and oral cancers).?

Overweight and obesity. There is convincing evidence to support the
benefit of weight loss for reducing high blood pressure, improving lipid
levels, and lowering blood glucose. Being overweight or obese sub-
stantially increases the risk of morbidity from high blood pressure; high
cholesterol; type 2 diabetes; coronary heart disease; stroke; osteoar-
thritis; and endometrial, breast, and colon cancers.®

Poor diet. Good nutrition is vital to good health. Diseases associated
with unhealthy dietary behavior rank among the leading causes of
illness and death in the United States. Major diseases in which diet
plays a role include CVD, some types of cancer, stroke, obesity, osteo-
porosis, and type 2 diabetes.*

Physical inactivity. Regular physical activity substantially reduces a
person’s risk of dying of heart disease, the nation’s leading cause of
death. Moreover, being physically active decreases the risk for stroke,
colon cancer, diabetes, and high blood pressure. Physical activity also
helps control weight; contributes to healthy bones, muscles, and joints;
reduces falls among older adults; helps relieve arthritis pain; and
reduces the symptoms of anxiety and depression.®



Chapter 4: Building a Successful Lifestyle Intervention 79

Our Focus: Health Promotion
and Primary Prevention

The aims of the WISEWOMAN LS| are to promote health and to pre-
vent, delay, or control cardiovascular and other chronic disease risk
factors. Therefore, all women in your project, regardless of their screen-
ing results, should be encouraged to attend the LS| and adopt healthy

lifestyle habits. Your project should have systems in place to ensure that  The aims of the

all women who have completed the risk factor screening are given

opportunities to attend and complete the standardized LS| that your WISEWOMAN LS/ are
project has developed.

Because WISEWOMAN funds cannot be used to cover treatment, the to P romote health and

program has determined that therapeutic interventions, such as medi-
cal nutrition therapy and diabetes self-management education cannot
be supported with WISEWOMAN funds. However, through the LS,
WISEWOMAN promotes the importance of behaviors that can help
women control their diabetes, including making healthy food choices,
engaging in physical activity, and living tobacco-free.

to prevent, delay, or
control cardiovascular

and other chronic disease

Your LSI should be designed and implemented in a way that helps risk factors. Therefore, all
women meet or exceed the following behavioral goals within the first 12

months of participating in your WISEWOMAN project. Data are collected  WOMen in your project,
from each woman at the initial screening and again at the evaluation

screening to determine if behavioral changes have been made. regardless of their

¢ Achieve the recommended intake of fruits and vegetables each day screening results, should
while consuming the appropriate number of calories. For most
women, this means increasing the servings of fruits and vegetables  pg encouraged to attend
and reducing the amount of other foods that they consume. For
example, a woman consuming 1,600 calories a day should eat the LSl and adopt healthy
2 cups of vegetables and 1 1/2 cups of fruit.

lifestyle habits.

Policy on Diabetes-Specific Interventions

Diabetes-specific interventions, to include medical nutrition therapy,
will not be reimbursed with WISEWOMAN funds. However, the time
spent to identify resources for women with diabetes and to refer
these women to diabetes-specific interventions can be supported by
WISEWOMAN funds. The WISEWOMAN program recommends that
projects identify affordable resources and provide referrals for
women with diabetes.
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Measuring Change in Behavior

The primary outcomes that your project will measure are blood
pressure, lipid levels, body mass index (based on measured height
and weight), tobacco use, and blood glucose. Intermediate out-
comes that you will measure include changes in behavior (e.g.,
self-reported changes in diet and physical activity). Some projects
also measure women'’s readiness for change and barriers to behav-
ior change. They use this information to help women move forward

FOCUS//’)Q on the first 12 so they can adopt and maintain healthy behaviors.

Emphasis Is on the First
12 Months of Participation
in WISEWOMAN

months of a woman's e Achieve or exceed the recommended number of minutes that

participants spend each day in moderate physical activity. CDC/
American College of Sports Medicine (ACSM) recommendations
state that adults should engage in 30 minutes per day of moderate-
intensity physical activity on most, preferably all, days of the week.

of the WISEWOMAN e Quit smoking, for women who smoke.

participation in the project

is critical to the success

program. Women should  Selecting and Developing the Lifestyle Intervention

com/o/ete the initial Your WISEWOMAN project coordinator and LSI specialist should work
with your public health advisory committee to identify the LS| that best

screen/'ng visit. the LS| and supports the goals of the WISEWOMAN program in your state or tribal
organization.

the evaluation (f/l’ stann ua/) Literature reviews, theoretical foundations, and training courses can

help your project select and develop the appropriate LSI. These activi-
ties can help LSI planners determine who should deliver the LSI (e.g.,
nutritionists, community health workers); how the LSI sessions should
be delivered; and when, where, and how often these LS| sessions
should occur.

screening visit. Data from
each of these visits are

captured during the first
When you develop your LSI, also take into consideration the strategies
year and are ana/yzeo’ to needed to encourage women to participate in and complete the LSI, as
well as the type of community linkages and support needed to help
determine the impact of women maintain their healthy behaviors.

the program.
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Literature Reviews

The independent Task Force on Community Preventive Services has
worked with groups of experts to systematically review studies of
population-based interventions focusing on physical activity and
tobacco.® Similar reviews on nutrition will be added to the Task Force’s
Guide to Community Preventive Services in the near future. We encour-
age your project to incorporate the relevant recommendations of the
Community Guide into your LSI.

The Agency for Healthcare Research and Quality (AHRQ) sponsored a
literature review to update the chapter from the 1996 Guide to Clinical
Preventive Services that examines the effectiveness of counseling in
promoting a healthy diet.” The report concluded that diets low in satu-
rated and trans fat and high in fruits, vegetables, fish, and whole grains
are associated with better health outcomes. Counseling adults can
improve dietary behaviors, including reductions in total and saturated fat
intake and increases in fruit and vegetable consumption. They found
that more intensive counseling and counseling directed to higher risk
patients have generally produced larger changes than less intensive
interventions delivered to low-risk populations. The report provides
recommendations that could be relevant to WISEWOMAN projects that
provide the LSI through primary care settings.

Counseling in a Primary Care Setting

Many WISEWOMAN projects use primary care staff, such as
nurses, dietitians, or nutritionists, to deliver the LSI. If this is the
case for your project, you may want to review the recommendations
for behavioral counseling to promote a healthy diet found in the
Guide to Clinical Preventive Services, which is available from the
Agency for Healthcare Research and Quality (AHRQ) at www.
preventiveservices.ahrg.gov.

Wilcox and colleagues (2001) conducted a literature review to identify
effective nutrition and physical activity interventions in health care
settings to reduce women’s CVD risk (see Appendix K).2 The authors
determined the size of the effect of 32 interventions whose goal was to
affect body mass index or weight, dietary fat, blood pressure, or total
and low-density lipoprotein serum cholesterol. The more successful
interventions were PACE (Patient-Centered Assessment & Counseling


http:preventiveservices.ahrq.gov
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for Exercise & Nutrition) and A New Leaf...Choices for Healthy Living.
Both of these interventions are currently used by WISEWOMAN projects.

The Women’s Cardiovascular Health Network, whose members repre-
sent 10 Prevention Research Centers, also conducted a literature review
(see Appendix K).° They identified 65 population-based studies that
focused on improving women’s cardiovascular health by decreasing
tobacco use, physical inactivity, and poor diet. Although few cardio-
vascular health interventions are geared toward women, the network
did identify effective program components. These include personalized
advice on diet, physical activity, and tobacco cessation; multiple staff
contacts to build healthy behavior skills (e.g., how to order healthy foods
when eating out, how to budget time for physical activity, how to use a
pedometer); daily self-monitoring; and combinations of strategies. For
more information about the Women’s Cardiovascular Health Network,
see http://www.hsc.wvu.edu/womens-cvh/.

Theoretical Foundations

Programs that are based on a clear understanding of the targeted
health behaviors and their environmental context are most likely to
succeed. Theories can help programs during the various stages of
planning, implementing, and evaluating an intervention. Program plan-
ners use theories to help find answers to why? what? and how? For
example, theories can be used to guide your search for

e  Why women in your project are or are not following public health
and medical advice or are not caring for themselves in healthy ways.

e What you need to know before developing or organizing an inter-
vention program.

e What should be monitored, measured, or compared in the program
evaluation.

¢ How your project can shape program strategies to reach people
and organizations and help them make positive changes.'®

There are many theories that are relevant to your LSI. To help you
understand how your project’s LSI can influence changes at many
different levels and how these influences can interact, look at your
project from the social ecological perspective. Although all eligible
WISEWOMAN participants are offered interventions that address their
individual problems, we encourage you to also work with your partners
to address the various levels of influence identified through the social
ecological perspective. Table 4.1 lists theories that might have been
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used to develop the LSI you are providing. Knowing about these theo-
ries can help you better understand why certain steps are necessary to
have a successful LSI.

Table 4.1. Social Ecological Perspective of Theories

Problem and Intervention Level | Theories

Individual e Theory of planned behavior

¢ Transtheoretical model (stage of change)
¢ Persuasion communication model

® Goal-setting theory

e Attribution theory

¢ Health belief model

e Self-regulation theories

Interpersonal e Social cognitive theory
e Diffusion of innovations theory

e Social network and social support theories

Organization e Stage theory of organizational change
¢ Organizational development theory

¢ Interorganizational relationship theory
Community e Community organization
Society and Policy ¢ Agenda-building theory

¢ Policy windows theory

Source: Intervention Mapping, 2001, p.80.

For more information about theoretical foundations, see the National
Cancer Institute’s publication Theory At A Glance at http://www.cancer.
gov/aboutnci/oc/theory-at-a-glance/allpages.’® WISEWOMAN provides
training on behavioral change models and theories through the Nutrition
and Public Health course, described in the next section.

Training Courses

Nutrition and Public Health: A Course
for Community Practitioners

The WISEWOMAN-sponsored course on nutrition and public health
provides technical assistance to help projects develop, implement, and
evaluate the nutrition component of their LSI. This course was devel-
oped for public health practitioners with limited experience in nutrition
science or behavioral interventions who work with populations with little


http://www.cancer
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or no access to health care services. Emphasis is given to nutrition
interventions for low-income and minority women at increased risk for
chronic diseases associated with dietary and lifestyle practices. Faculty
with practical or academic expertise will teach public health approaches
for promoting healthy eating through interventions designed to produce
changes at the individual, community, and environmental/policy levels.
Topics for the course include

e Hot topics in nutrition science.

e Social ecologic and public health practice models for nutrition
promotion.

¢ Needs and assets assessment—individual and community.
¢ |Intrapersonal and interpersonal behavioral change.

¢ QOrganization and community influences on diet and strategies
for change.

e Policies that affect dietary intake and their potential to influence
change.

® Program evaluation.

e Development of plain language materials for low-literacy, low-
income, and culturally diverse audiences.

¢ Examples of exemplary nutrition programs.

This course will be offered annually, and attendance is mandatory for
key WISEWOMAN project staff (i.e., project coordinator and intervention
specialist). For more information about the course, see http://www.
hpdp.unc.edu/nph/.

Physical Activity and Public Health Course

WISEWOMAN funds may be used to send staff to the Physical Activity
and Public Health (PAPH) Course, which is co-sponsored by CDC and
the University of South Carolina Prevention Research Center. The PAPH
course has two tracks: one for practitioners and one for researchers.
More information about the two-track course can be found at http://
prevention.sph.sc.edu/seapines/.

The 6-day practitioner course was developed for personnel who are
involved or interested in community-based initiatives to promote physi-
cal activity. Topics for the course include


http://www
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e Public health models for physical activity promotion.

¢ Epidemiology/needs assessment.

e “Best practice” intervention strategies.

e Policy and environmental supports for physical activity.
® Program evaluation.

e Partnership development.

e Current research on physical activity promotion.

The course is taught by nationally known public health practitioners and
researchers and emphasizes one-on-one and small-group interaction
with these experts.

The 8-day course for post-doctoral researchers is designed to develop
research competencies related to physical activity and public health.
Topics include grantsmanship skills; research funding opportunities;
measurement of physical activity; design of epidemiologic studies;
dose-response issues; individual, community, and policy interventions;
critical research needs related to physical activity in women, minorities,
and youth; and numerous special topics. Instructional techniques
include lectures, small-group discussions, individual meetings with
faculty, and individual grant-writing projects.

Community Engagement

As you plan your LSI, consider how important community engagement
will be to your project’s success. By engaging the community and
developing partnerships, your project can help bring about the systemic
changes needed to sustain your efforts to promote cardiovascular
health among underserved women.

The CDC/ATSDR Committee for Community Engagement defines
community engagement as the process of working collaboratively with
and through groups of people affiliated by geographic proximity, special
interests, or similar situations to address issues affecting the well-being
of community members. Community involvement is a powerful vehicle
for bringing about environmental and behavioral changes that improve
the health of community members, including WISEWOMAN partici-
pants. It often involves partnerships and coalitions that help mobilize
resources, influence systems, and serve as catalysts for changing
policies, programs, and practices. For more on this subject, refer to the
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Principles of Community Engagement (available at http://www.cdc.gov/
phppo/pce/index.htm).™

Getting Approval for the Intervention
Your Project Has Selected

Once you have identified your LSI, you must describe your intervention
plan in the form of a protocol. Both enhanced and standard projects are
required to submit a protocol to CDC for approval.

¢ Enhanced Projects. Enhanced WISEWOMAN projects are funded
to use scientifically rigorous methods to test the effectiveness of a
behavioral or LS| aimed at preventing CVD. Enhanced projects must
submit intervention plans in the form of a protocol for CDC project
officer approval. They should also work with their CDC project officer
to determine if CDC’s Institutional Review Board should be involved.
Enhanced projects are strongly encouraged to use the expertise of
their state or local academic community or other academic commu-
nities already involved in WISEWOMAN projects.

e Standard Projects. Standard WISEWOMAN projects are funded to
provide an evidence-based and culturally appropriate LSI. Standard
projects must select an intervention that has been scientifically
shown to be effective in lowering blood pressure or cholesterol or
improving physical activity or nutrition in a target population similar to
that of WISEWOMAN. The intervention should incorporate sound
theoretical principles of behavioral change. These principles include
use of the social ecologic model to intervene at multiple levels,
individual tailoring, self-efficacy, self-monitoring and reinforcement,
readiness for change, small achievable steps, social support, collab-
orative goal-setting, and strategies to overcome barriers.

While developing your LSI plan, we encourage all projects—enhanced
and standard—to use a systematic team approach that involves health
care professionals and paraprofessionals, community health workers,
and community resources. A team is necessary to provide the educa-
tion, follow-up, and support that WISEWOMAN participants need to
adopt and sustain behavioral change.


http://www.cdc.gov/
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Protocol Describing Your Lifestyle Intervention Plan

In accordance with the Protocol Requirements described in Chapter
2, you will need to develop a protocol describing your LS| plan and
submit this protocol to your CDC project officer for approval before
you begin the screening and intervention. In addition, if your project
is an enhanced project (i.e., is required to conduct research), you will
need to work with your CDC project officer to determine what proce-
dure will be needed for Institutional Review Board approval. Changes
in LSI protocol will require justification and the approval of your CDC
project officer. This applies to both standard and enhanced
WISEWOMAN projects.

Lifestyle Intervention Management

As you develop your LSI, you must plan how you will encourage women
to participate in your intervention and stick with the program. This is
what we refer to as lifestyle intervention management—all services
provided outside your formal intervention program to encourage women
to attend intervention sessions and adhere to LSlIs. You may use
WISEWOMAN funds to provide these management services. For
example, you could pay for community health workers to make tele-
phone calls that remind and encourage women to attend an LSI
session or ask the women about progress they have made in achieving
their behavioral goals.

Policy on Lifestyle Intervention Management

You may use WISEWOMAN funds to provide management and
support services to promote complete attendance at and adherence
to your project’s standardized lifestyle intervention program:

e Standard projects must ensure that 75% of newly enrolled
women who have completed baseline screening attend at least
one lifestyle intervention session and that 60% attend all interven-
tion sessions.

e Enhanced projects must ensure that at least 75% of newly
enrolled women who have completed baseline screening in the
intervention group complete all lifestyle intervention sessions.

Should Women

Repeat the LSI?

We encourage you to
place a high priority on
providing the LSl to women
who are newly screened
and to women who have
not previously attended
the LSI. If you determine
that a particular woman
would greatly benefit from
attending the LSl for a
second time, this could be
allowed if resources are

adequate to support it,
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Help Her Maintain

Positive Behaviors

To promote long-term
adherence to new
behavioral patterns, we
encourage WISEWOMAN
projects to identify com-
munity partners and
provide participants with
linkages to low-cost com-
munity resources that

support their goals.

As mentioned previously, all women—regardless of screening results—
should be encouraged to participate in the LSI. Your project will need to
identify capacity-building strategies that will help you meet this expecta-
tion and the program’s LSI performance standards (i.e., 75% of newly
enrolled women complete at least one LSI session and 60% complete
all LS| sessions). Some currently funded projects are working with
university outreach and extension specialists or other trained staff
across their state/organization to provide group LSI sessions. Others
provide LSI group or individual sessions in the evenings and on week-
ends. The majority of currently funded projects allow some or all of their
LSI sessions to be conducted over the telephone. The following guid-
ance is provided to help you identify what counts as an LSI session.

At a minimum, the LSI session should

1. Facilitate the adoption of health-promoting behavior (including
healthful eating, physical activity, and/or tobacco cessation) and

2. Be provided by an interventionist who has completed training on the
project’s standardized LS| and

3. Include goal setting, problem solving, and/or skill or knowledge
building and

4. Use standardized materials that contain messages that are in line
with national guideline recommendations. Furthermore, the key
messages shared with participants should be consistent from one
interventionist to another throughout the project and

5. Be at least 15 minutes in length (if conducted one on one) or

6. Be at least 30 minutes in length (if conducted in a group setting).

Maintenance or Relapse Prevention Programs

Although LSI programs are intended to help individuals quit tobacco
use and adopt positive dietary and physical activity behaviors, surpris-
ingly few of these programs result in long-lasting change. Programs
that do not achieve long-term behavioral change cannot be considered
highly effective, and they do not make efficient use of health facility
resources. The high rates of relapse that tend to occur after short-term
behavioral interventions require us to establish maintenance programs
that promote long-term adherence to the new behavioral patterns. We
encourage WISEWOMAN projects to identify community partners and
provide participants with linkages to low-cost community resources
that support their goals. In addition, the North Carolina WISEWOMAN
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manual, Integrating Cardiovascular Disease Prevention into Existing
Health Services: The Experience of the North Carolina WISEWOMAN
Program,'? developed by the Center for Health Promotion and Disease
Prevention at the University of North Carolina at Chapel Hill, states
that well-designed maintenance programs should have the following
characteristics:

* Provide the participant with ongoing contact with health facility staff
(either in person or by mail).

e Are cost-effective and time-efficient.

¢ |nvolve the participant in collaborative planning (including goal-
setting) and development of a treatment plan.

¢ Include relapse prevention strategies that incorporate rewards,
helping relationships, counter-conditioning, and stimulus control.

Data Requirements for Tracking For more ideas about
Lifestyle Intervention Attendance

" . , o evaluation, please see
In addition to collecting data that will allow you to determine if behav-

ioral changes have occurred, you will also be required to track each Cha pter 5

woman’s participation in the intervention sessions. CDC needs this
information to ensure that women enrolled in your LSI receive the
complete intervention program, to determine whether the activities are
completed in a timely manner, and to evaluate the WISEWOMAN
program’s impact. Minimum data elements (MDEs) that you must report
twice a year include

e The date of the session attended.

e The type of intervention session (i.e., nutrition, physical activity,
tobacco, or a combination).

e The setting (e.g., individual or group, face to face, or over the
telephone).

These MDEs will be extremely useful to you. We encourage you to use
this information to identify barriers that hinder your intervention’s effec-
tiveness and to take steps to overcome these barriers. In addition, we

strongly encourage your project to collect data above and beyond the

MDEs required by the WISEWOMAN program. This additional informa-
tion can help you continually identify areas for improvement.
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Policy on Tracking Participation

in Lifestyle Interventions

Projects will develop a system for analyzing participant data to
ensure that a woman enrolled in the lifestyle intervention receives the
complete intervention program in a timely manner and to assist with
program evaluation.

Recommendations from National Guidelines

To guide you as you develop your LSI, refer to the recommendations
from national guidelines for heart-healthy eating, increased physical
activity, and tobacco cessation. A summary of these recommenda-
tions is provided throughout this chapter.

Recommendations on Diet

Which Dietary Recommendations Should be Used?

Your LS| should incorporate dietary recommendations that are
consistent with the 2005 Dietary Guidelines for Americans. You
might notice that there are some differences between the dietary
recommendations in the APT IlII's therapeutic lifestyle changes or
TLC diet (emphasis is on lowering LDL cholesterol) and JNC 7’s
DASH (Dietary Approaches to Stop Hypertension) Eating Plan
(emphasis is on preventing and managing hypertension). However,
the overall composition of the TLC diet and the DASH Eating Plan
are both consistent with the recommendations from the Dietary
Guidelines for Americans. Therefore, the LS| you select can use
recommendations from either of these resources.
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Dietary Guidelines for Americans

The Dietary Guidelines for Americans is published jointly every 5 years
by the Department of Health and Human Services (HHS) and the
Department of Agriculture (USDA).* These guidelines provide authorita-
tive advice about how good dietary habits can promote health and
reduce risk for major chronic diseases among people 2 years of age or
older. These guidelines provide science-based advice to promote health
and to reduce the risk for major chronic diseases through diet and
physical activity. Two examples of eating patterns that follow the Dietary
Guidelines are

¢ The DASH (Dietary Approaches to Stop Hypertension) Eating Plan
(http://www.nhlbi.nih.gov/health/public/heart/nbp/dash/)."

e USDA Food Guide, which is the basis for USDA’'s MyPyramid (www.
MyPyramid.gov)."

The key messages most relevant to WISEWOMAN are summarized
below. More information about the Dietary Guidelines can be found at
http://www.healthierus.gov/dietaryguidelines/.

For more information about
the 2005 Dietary
Guidelines for Americans,
the DASH Eating Plan,

the USDA’s MyPyramid
food guidance system,

and other dietary
recommendadations, see

the Additional Resources
section at the end of

this chapter.



(http://www.nhlbi.nih.gov/health/public/heart/hbp/dash/).13
http://www.healthierus.gov/dietaryguidelines/
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Key Recommendations from the 2005 Dietary Guidelines for Americans

ADEQUATE NUTRIENTS WITHIN CALORIE NEEDS

e Consume a variety of nutrient-dense foods and beverages within and among the basic food groups
while choosing foods that limit the intake of saturated and trans fats, cholesterol, added sugars, salt,
and alcohol.

o Meet recommended intakes within energy needs by adopting a balanced eating pattern, such as the
U.S. Department of Agriculture (USDA) Food Guide or the Dietary Approaches to Stop Hypertension
(DASH) Eating Plan.

Key Recommendations for Specific Population Groups*
People older than age 50. Consume vitamin B12 in its crystalline form (i.e., fortified foods or supplements).

< Older adults, people with dark skin, and people exposed to insufficient ultraviolet band radiation (i.e.,
sunlight). Consume extra vitamin D from vitamin D-fortified foods and/or supplements.

WEIGHT MANAGEMENT

e To maintain body weight in a healthy range, balance calories from foods and beverages with calories
expended.

e To prevent gradual weight gain over time, make small decreases in food and beverage calories and
increase physical activity.

Key Recommendations for Specific Population Groups*

Those who need to lose weight. Aim for a slow, steady weight loss by decreasing calorie intake while
maintaining an adequate nutrient intake and increasing physical activity.

<> Overweight adults and overweight children with chronic diseases and/or on medication. Consult a
health care provider about weight-loss strategies prior to starting a weight-reduction program to
ensure appropriate management of other health conditions.

PHYSICAL ACTIVITY

e Engage in regular physical activity and reduce sedentary activities to promote health, psychological
well-being, and a healthy body weight.
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<> To reduce the risk of chronic disease in adulthood: Engage in at least 30 minutes of moderate-
intensity physical activity, above usual activity, at work or home on most days of the week.

< For most people, greater health benefits can be obtained by engaging in physical activity of more
vigorous intensity or longer duration.

< To help manage body weight and prevent gradual, unhealthy body weight gain in adulthood: Engage
in approximately 60 minutes of moderate- to vigorous-intensity activity on most days of the week
while not exceeding caloric intake requirements.

<> To sustain weight loss in adulthood: Participate in at least 60 to 90 minutes of daily moderate-
intensity physical activity while not exceeding caloric intake requirements. Some people may need
to consult with a health care provider before participating in this level of activity.

e Achieve physical fitness by including cardiovascular conditioning, stretching exercises for flexibility, and
resistance exercises or calisthenics for muscle strength and endurance.

Key Recommendations for Specific Population Groups*

Older adults. Participate in regular physical activity to reduce functional declines associated with aging and
to achieve the other benefits of physical activity identified for all adults.

FOOD GROUPS TO ENCOURAGE

e Consume a sufficient amount of fruits and vegetables while staying within energy needs. Two cups of
fruit and 22 cups of vegetables per day are recommended for a reference 2,000-calorie intake, with
higher or lower amounts depending on the calorie level.

e (Choose a variety of fruits and vegetables each day. In particular, select from all five vegetable sub-
groups (dark green, orange, legumes, starchy vegetables, and other vegetables) several times a week.

e (Consume 3 or more ounce-equivalents of whole-grain products per day, with the rest of the recom-
mended grains coming from enriched or whole-grain products. In general, at least half the grains
should come from whole grains.

e Consume 3 cups per day of fat-free or low-fat milk or equivalent milk products.

FATS

e Consume less than 10 percent of calories from saturated fatty acids and less than 300 mg/day of
cholesterol, and keep trans fatty acid consumption as low as possible.
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e Keep total fat intake between 20% and 35% of calories, with most fats coming from sources of poly-
unsaturated and monounsaturated fatty acids, such as fish, nuts, and vegetable oils.

¢ When selecting and preparing meat, poultry, dry beans, and milk or milk products, make choices that
are lean, low-fat, or fat-free.

e Limit intake of fats and oils high in saturated and/or trans fatty acids, and choose products low in such
fats and oils.

CARBOHYDRATES
e Choose fiber-rich fruits, vegetables, and whole grains often.

e (Choose and prepare foods and beverages with little added sugars or caloric sweeteners. (See
amounts of sweeteners suggested by the USDA Food Guide and the DASH Eating Plan.)

e Reduce the incidence of dental caries by practicing good oral hygiene and consuming sugar- and
starch-containing foods and beverages less frequently.

SODIUM AND POTASSIUM
e Consume less than 2,300 mg of sodium (approximately 1 teaspoon of salt) per day.

e (Choose and prepare foods with little salt. At the same time, consume potassium-rich foods, such as
fruits and vegetables.

Key Recommendations for Specific Population Groups

Individuals with hypertension, blacks, and middle-aged and older adults. Aim to consume no more than
1,500 mg of sodium per day, and meet the potassium recommmendation (4,700 mg/day) with food.

ALCOHOLIC BEVERAGES

* Those who choose to drink alcoholic beverages should do so sensibly and in moderation—defined as
the consumption of up to one drink per day for women and up to two drinks per day for men.




Chapter 4: Building a Successful Lifestyle Intervention 95

¢ Alcoholic beverages should not be consumed by some individuals, including those who cannot restrict
their alcohol intake, women of childbearing age who may become pregnant, pregnant and lactating
women, children and adolescents, individuals taking medications that can interact with alcohol, and
those with specific medical conditions.

¢ Alcoholic beverages should be avoided by individuals engaging in activities that require attention, skill,
or coordination, such as driving or operating machinery.

FOOD SAFETY
e To avoid microbial food borne illness:

<> Clean hands, food contact surfaces, and fruits and vegetables. Meat and poultry should not be
washed or rinsed.

<> Separate raw, cooked, and ready-to-eat foods while shopping, preparing, or storing foods.
<> Cook foods to a safe temperature to kill microorganisms.
<> Chill (refrigerate) perishable food promptly and defrost foods properly.

< Avoid raw (unpasteurized) milk or any products made from unpasteurized milk, raw or partially
cooked eggs or foods containing raw eggs, raw or undercooked meat and poultry, unpasteurized
juices, and raw sprouts.

Key Recommendations for Specific Population Groups

* Infants and young children, pregnant women, older adults, and those who are immunocompromised.
Do not eat or drink raw (unpasteurized) milk or any products made from unpasteurized milk, raw or
partially cooked eggs or foods containing raw eggs, raw or undercooked meat and poultry, raw or
undercooked fish or shellfish, unpasteurized juices, and raw sprouts.

* Pregnant women, older adults, and those who are immunocompromised. Only eat certain deli meats
and frankfurters that have been reheated to steaming hot.

* Only those key recommendations for specific population groups relevant to WISEWOMAN were included.
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Although achieving

and maintaining normal
body weight is the ideal
goal, losing as little as
10 pounds reduces
blood pressure and pre-
vents hypertension in

a large proportion of

overweight aadults.

ATP 11l

The Third Report of the Expert Panel on Detection, Evaluation, and
Treatment of High Blood Cholesterol in Adults: Adult Treatment Panel Il
(ATP 1l)'> recommmends therapeutic lifestyle changes (TLC) to lower LDL
cholesterol and reduce the risk for CVD. Features of TLC are weight
management, increased physical activity, and dietary modifications. The
TLC diet encourages

e Eating foods that are low in saturated fat, trans fats, and cholesterol
and those rich in complex carbohydrates and fiber, such as whole
grains, fruits, and vegetables.

e Balancing energy intake with energy expenditure to maintain a
desirable body weight or to prevent weight gain.

The overall composition of the TLC diet is consistent with the recom-
mendations from the Dietary Guidelines for Americans. For more
information about the TLC diet, see http://www.nhlbi.nih.gov/guidelines/
cholesterol/atp3_rpt.pdf.

JNC 7

The Seventh Report of the Joint National Committee on Prevention,
Detection, Evaluation, and Treatment of High Blood Pressure (JNC 7)'®
states that adopting a healthy lifestyle is critical for preventing high
blood pressure and managing hypertension. Although achieving and
maintaining normal body weight is the ideal goal, losing as little as 10
pounds reduces blood pressure and prevents hypertension in a large
proportion of overweight adults. To reduce blood pressure, INC 7
recommends that adults follow DASH Eating Plan, which is rich in fruits,
vegetables, and low-fat dairy products (http://www.nhlbi.nih.gov/health/
public/heart/hbp/dash/new_dash.pdf).”* JNC 7 also recommends
reducing dietary sodium and limiting alcohol intake.

The report states that combining two or more lifestyle changes can lead
to even better results and therefore recommends that everyone who is
able should engage in regular aerobic physical activity, and that people
who smoke should be strongly counseled to quit smoking. Table 4.2
provides a summary of these lifestyle modifications and the impact they
have on blood pressure. For more about preventing and managing high
blood pressure, see http://www.nhlbi.nih.gov/guidelines/hypertension/.


http://www.nhlbi.nih.gov/guidelines/
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Table 4.2. Lifestyle Modifications to Prevent and
Manage Hypertension*—JNC 7'

Modification Recommendation Approximate

SBP Reduction
(Range)t
Weight reduction | Maintain normal body weight (body mass | 5-20 mm Hg/10 kg
index 18.5-24.9 kg/m?).

Adopt DASH Consume a diet rich in fruits, vegetables, | 8-14 mm Hg
Eating Plan and low-fat dairy products with a reduced
content of saturated and total fat.

Reduce dietary Reduce dietary sodium intake to no more | 2-8 mm Hg
sodium than 2.4 g (2,400 mg) sodium or 6 g salt.

Engage in regular | Engage in regular aerobic physical activity, | 4-9 mm Hg
physical activity such as brisk walking, for at least 30
minutes per day, most days of the week.

Drink alcohol only | Limit consumption to no more than 1 2-4 mm Hg
in moderation drink per day for women.

* For overall cardiovascular risk reduction, stop smoking.

T The effects of implementing these modifications are dose- and time-dependent and
could be greater for some individuals.

Sustained Lifestyle Changes Cut Risk for Diabetes

Studies suggest that the progression from prediabetes to diabetes
can be prevented or delayed. In 2001, results from two landmark
clinical trials—the Finnish Diabetes Prevention Study and the U.S.
Diabetes Prevention Program (DPP)—demonstrated that sustained
lifestyle changes that included modest weight loss and physical
activity substantially reduced progression to diabetes among older
adults who were at very high risk. Results from the DPP were so
compelling that the trial was ended a year early. The LS| worked
equally well for men and women and all racial and ethnic groups.

A healthy diet and modest physical activity can help people cut their
risk for type 2 diabetes."”
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The Practical Guide: Identification, Evaluation, and
Treatment of Overweight and Obesity in Adults

The Practical Guide was developed by the North American Association
for the Study of Obesity and the National Heart, Lung, and Blood
Institute (NHLBI).® It is based on the Clinical Guidelines on the
Identification, Evaluation, and Treatment of Overweight and Obesity in
Adults: Evidence Report developed by the NHLBI Expert Panel. The
low-calorie Step 1 diet recommended by The Practical Guide is similar
to the DASH diet and the Dietary Guidelines except for its focus on
reducing calories to lose weight. To help overweight people adjust to a
low-calorie diet, the guide also recommends dietary education that
includes information on the energy value of foods, food composition
and caloric content, nutrition labels, food preparation, and portion sizes.
For more information, see http://www.nhlbi.nih.gov/guidelines/obesity/
ob_home.htm.

Guide to Community Preventive Services

The independent Task Force on Community Preventive Services,
developer of the Guide to Community Preventive Services,® is working
with a group of experts to conduct a systematic review of studies of
population-based interventions focusing on several nutrition areas that
pertain to the WISEWOMAN program: community approaches for
increasing fruit and vegetable intake; food and beverage availability; and
price, portion size, and labeling in restaurants.

The WISEWOMAN program will provide your project with additional
information on these resources as they become available. For more
information about the task force’s recommendations on nutrition inter-
ventions, see http://www.thecommunityguide.org. For information
about the task force’s review of healthy-weight interventions, see http://
www.thecommunityguide.org/obese/obese.pdf.

DASH Eating Plan

As previously noted, both the Dietary Guidelines for Americans and the
JNC 7 encourage people to follow the DASH Eating Plan, which is rich
in vegetables, fruits, and low-fat dairy products and low in total and
saturated fat. The DASH Eating Plan is also low in cholesterol; high in


http://www.nhlbi.nih.gov/guidelines/obesity/
http://www.thecommunityguide.org
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dietary fiber, potassium, calcium, and magnesium; and moderately high
in protein. The DASH-Sodium trial found that diet along with sodium
restriction is beneficial for preventing and controlling high blood pres-
sure.”® In addition, people with high blood cholesterol may also benefit
from this eating plan.'® For more information about the DASH diet, see
http://www.nhlbi.nih.gov/hbp/prevent/h_eating/h_eating.htm.

5 A Day—Eat a Variety of Colorful
Fruits and Vegetables Every Day

Consuming a diet rich in fruits and vegetables may reduce a person’s
risk for cancer and other chronic diseases. Fruits and vegetables
provide essential vitamins and minerals, fiber, and other substances
that are important for good health. Most fruits and vegetables are
naturally low in fat and calories and are filing. 5 A Day—Eat a Variety of
Colorful Fruits and Vegetables Every Day is a national program and
partnership that seeks to increase the number of daily servings of fruits
and vegetables Americans eat to five or more. Each state has a 5 A Day
program coordinator who can assist WISEWOMAN projects in develop-
ing ways to help participants change their daily eating patterns to
include more fruits and vegetables. For more about CDC’s 5 A Day
program, see http://www.cdc.gov/5aday/.?°

Recommendations on Physical Activity

Surgeon General’s Report

LS| counseling geared toward physical activity should support recom-
mendations from the Surgeon General’s Report on Physical Activity and
Health.® These recommendations advise people of all ages to have at
least 30 minutes of physical activity of moderate intensity (such as brisk
walking) on most, preferably all, days of the week. The report also
acknowledges that most people can obtain greater health benefits by
engaging in physical activity of more vigorous intensity or of longer
duration. The report can be downloaded from http://www.cdc.gov/
nccdphp/sgr/contents.htm.

Previously sedentary women who begin physical activity programs
should start with short intervals (5—10 minutes) of physical activity and
gradually build up to the desired level of activity.®

Although the recom-
mendations from the
following national sources
vary somewhat, they all
aavise adults to have at
least 30 minutes of
moderate-intensity
physical activity on most,
preferably all, days of

the week.
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Chapter 3 contains
information about referring
and clearing women to
participate in the physical

activity portion of the LS.

The 10-Minute Bout

“The barrier often given for a failure to be physically active is lack of
time. Setting aside 30 to 60 consecutive minutes each day for planned
exercise is one way to obtain physical activity, but it is not the only
way. Physical activity may include short bouts (e.g., 10-minute bouts)
of moderate-intensity activity. The accumulated total is what is
important—both for health and for burning calories. Physical activity
can be accumulated through three to six 10-minute bouts over the
course of a day.”

—Dietary Guidelines for Americans*

CDC/ACSM

CDC/ACSM recommends that all adults should accumulate 30 minutes
or more of moderate-intensity physical activity on most, preferably all,
days of the week.?’

Guide to Community Preventive Services

In the Guide to Community Preventive Services, the Task Force on
Community Preventive Services has released evidence-based recom-
mendations on effective population-level interventions to promote
physical activity.® An in-depth review of the evidence and recommenda-
tions, including information about how the reviews were conducted and
commentaries from leading subject matter experts, was published in the
May 2002 supplement to the American Journal of Preventive Medicine.??
For more information see http://www.thecommunityguide.org.
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Table 4.3. How Strategies Strongly Recommended by the Task Force on Community Preventive
Services Are Relevant to WISEWOMAN Efforts to Promote Physical Activity
Strategy Relevance to
WISEWOMAN
Individually adapted behavior change programs. Extremely relevant!
These programs are tailored to a person’s specific interests or readiness to make a change in physical
activity habits. Teaching people behavioral skills such as goal setting, building social support, self-
rewards, problem solving, and relapse prevention helps them incorporate physical activity into their
daily routines.
Social support interventions in community contexts. Extremely relevant!

The goal of this approach is to increase physical activity by creating or strengthening social networks.
Examples include establishing an exercise buddy program, exercise contracts, and walking groups.

Community-wide campaigns.

These large-scale, highly visible, multicomponent campaigns direct their messages to large audiences by
using a variety of approaches, including television, radio, newspapers, movie theaters, billboards, and
mailings.

Creating or improving access to places for physical activity, combined with information outreach.
This approach ensures that the physical environment is conducive to physical activity by increasing the
availability, accessibility, and acceptability of places where people can be physically active. Examples
include building or improving the attractiveness of sidewalks, making stairwells safer and more inviting,
and establishing walking or biking trails and exercise facilities in communities or in the workplace. By
including information outreach, this approach strives to make people aware of available resources,
encourage them to take local action, and help ensure that resources are well used.

WISEWOMAN staff
are encouraged to
incorporate social
support into their
lifestyle intervention.

Relevant.
However,
WISEWOMAN staff
should work with
partners to accom-
plish this.

Relevant.

However,
WISEWOMAN staff
are encouraged to
work with partners to
accomplish this.

Recommendations on Tobacco Use

Surgeon General’s Reports

These recently published Surgeon General’s reports are effective tools
you can use to educate women about the harmful health effects of
smoking and discuss ways to reduce tobacco use:

2004 The Health Consequences of Smoking: A Report of the
Surgeon General?®

2001 Women and Smoking: A Report of the Surgeon General?*

2000 Reducing Tobacco Use: A Report of the Surgeon General?

All three reports are available at http://www.cdc.gov/tobacco/sgr/
index.htm.
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Intensify Your Tobacco-Cessation Efforts

The more intense the counseling to reduce tobacco dependence,
the greater the effectiveness. Work closely with your tobacco
control partners to optimize resources and strategies to ensure
that effective tobacco cessation programs are available to all of
your WISEWOMAN participants.

We encourage your project
to assess provider referrals

to the quitline and work

with state tobacco control Guide to Community Preventive Services
or quitline staff to identify In the Guide to Community Preventive Services, the Task Force on
Community Preventive Services addresses the effectiveness of
how many WISEWOMAN community-based interventions within three strategic areas of tobacco
use prevention and control: (1) preventing people from beginning to
participants have used this  use tobacco products, (2) increasing the number of people who quit
using tobacco, and (3) reducing exposure to secondhand smoke.®
resource. The Community Guide lists several strategies that have been proven
effective. The WISEWOMAN program encourages projects to work
with partners to carry out these recommended multicomponent
strategies to help women quit using tobacco:

¢ Patient reminder systems. Projects can easily establish patient
reminder systems by putting “current,” “former,” or “never” stickers
on patients’ charts to prompt providers to advise about quitting or
support a person who has recently quit or never smoked.

There is now a national
e Telephone counseling. Many providers do not have the time to

TELEPHONE quitline at provide a thorough counseling session about the health risks of
tobacco use. Most states currently have quitline services. Projects
1-800-QUITNOW should consider developing a relationship with the state quitline to
obtain counseling services for clients. Projects should also strongly
(1-800-784-8669) or TTY, consider developing a fax referral form that contains the client’s
consent to counseling. The project can fax this referral form directly
1-800-332-8615, or on the to the quitline, and the quitline counselor can then call the client
directly (this method is often referred to as a proactive quitline).
Internet at htto://www. Proactive telephone counseling is effective, several meta-analyses
have found.?5-3° The current U.S. Public Health Clinical Practice
Smokefree.gov/. Guideline® and the Guide to Community Preventive Services® both

recommend proactive telephone counseling as a method to help
smokers quit.?®-2° Proactive quitlines might provide some form of
immediate reactive assistance when a tobacco user first calls, but
they also provide more comprehensive services through outbound
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(proactive) calls. The outbound service, which often entails multiple
follow-up sessions, is typically scheduled by agreement with the
smoker. Randomized, controlled trials have established the efficacy
of such proactive interventions, with the most recent meta-analysis
of 13 studies showing a 56% increase in quit rates when compared
with self-help.*®

Reducing out-of-pocket costs for participants. Approximately
10 state quitlines provide free over-the-counter nicotine replacement
medications to clients engaged in counseling. The availability of
medications should be part of the partnership discussions with
quitlines. Some state quitlines have reserved medications for un-
insured and underinsured clients.

Recommendations

from the document
Treating Tobacco Use
and Dependence: Public
Health Service Clinical
Practice Guideline® can

be found in Chapter 3.

Table 4.4. How Strategies Strongly Recommended by the Task Force on Community Preventive Services
Are Relevant to WISEWOMAN Efforts to Increase the Number of Women Who Quit Using Tobacco

Strategy | Relevance to WISEWOMAN

Telephone support with interventions* for people trying to quit.
Provides information and motivation to tobacco product users through telephone
contact.

Reducing participants’ costs for treatments.
Reduces or eliminates participant co-payments for effective cessation therapies.

Media campaigns with interventions.*
Informs viewers of the health risks of tobacco use through long-term, high-intensity
counter-advertising campaigns.

Increasing the unit price for tobacco products.
Increases the excise tax on cigarettes through government legislation.

Extremely Relevant!
Projects are encouraged to ensure that
clients have access to quitlines.

Relevant.
However, WISEWOMAN funds may not be
used for treatment.

Relevant.
However, projects should work with
partners to accomplish this.

WISEWOMAN will rely on other tobacco
control programs to address this.

* Examples of interventions include distribution of materials about quitting, formal individual or group counseling, or nicotine

replacement therapies (including patches or gum).
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Additional Resources

Healthy Eating

American Diabetes Association Medical Nutrition Therapy
http://care.diabetesjournals.org/cgi/content/full/28/suppl_1/s4#SEC6

NHLBI’'s Obesity Education Initiative
http://www.nhlbi.nih.gov/about/oei

CDC
How to Use Fruits and Vegetables to Help Manage your Weight
http://www.cdc.gov/nccdphp/dnpa/nutrition/weight.htm

CDC

Can eating fruits and vegetables help people to manage their weight?
Research to Practice Series, No. 1
http://www.cdc.gov/nccdphp/dnpa/nutrition/pdf/rtp_practitioner_
10_07.pdf

National Cancer Institute, 5 A Day
http://www.5aday.gov/

Produce for Better Health Foundation, 5 A Day
http://www.5aday.org/
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Dole Food Company, 5 A Day
http://www.dole5aday.com

Community Guide to Preventive Services—Nutrition
http://thecommunityguide.org/nutrition/default.htm

Task Force on Community Preventive Services—Healthy Diet
Counseling
http://www.ahrg.gov/clinic/uspstf/uspsdiet.ntm

American Dietetic Association
http://www.eatright.org

Diabetes Prevention Program lifestyle manuals and materials for the 16
intervention sessions
http://www.bsc.gwu.edu/dpp/manuals.htmlvdoc

Physical Activity

Surgeon General’s Report on Physical Activity and Health
http://www.cdc.gov/nccdphp/sgr/contents.htm

CDC’s Division of Nutrition and Physical Activity
http://www.cdc.gov/nccdphp/dnpa/physicalactivity.htm

The Community Guide to Preventive Services, Increasing
Physical Activity
http://www.thecommunityguide.org.

Growing Stronger: Strength Training for Older Adults
http://www.cdc.gov/nccdphp/dnpa/physical/growing_stronger/
index.htm

National Blueprint: Increasing Physical Activity Among Adults Age 50
and Older
http://www.cdc.gov/nccdphp/dnpa/press/archive/blueprint.htm

National Blueprint Office Awards Mini-Grants to Community Physical
Activity Programs
http://www.agingblueprint.org/ViewArticle.cfm?id=76&class=2

Promoting Active Lifestyles Among Older Adults
http://www.cdc.gov/nccdphp/dnpa/physical/pdf/lifestyles.pdf

Physical Activity & Public Health (PAPH) Courses
http://prevention.sph.sc.edu/seapines/index.htm
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Tobacco Use Cessation

Surgeon General Reports
http://www.cdc.gov/tobacco/sgr/index.htm

Guide to Preventive Services—Tobacco Use Prevention and Control
http://www.thecommunityguide.org/tobacco/

National Quitline, a toll-free number that routes callers to free cessation
services that include information and phone counseling. Anyone in the
United States can call.

1-800-QUIT-NOW

Online guide to quit smoking
http://www.smokefree.gov

CDC Tobacco Information and Prevention Source (TIPS)
http://www.cdc.gov/tobacco

CDC Cessation Resource Center
http://apps.nccd.cdc.gov/cre/

Center for Tobacco Cessation
http://www.ctcinfo.org

Raising Awareness about Women and Heart Disease

The Heart Truth Campaign for Women
http://www.nhlbi.nih.gov/health/hearttruth/index.htm

National Heart, Lung, and Blood Institute (NHLBI)

The Heart Truth Campaign—a National Awareness Campaign for
Women about Heart Disease. Questions To Ask Your Doctor
http://www.nhlbi.nih.gov/health/hearttruth/lower/askdoctor.htm

Heart Attack Warning Signs for Women
http://www.nhlbi.nih.gov/actintime/haws/women.htm

American Heart Association
http://www.americanheart.org

CDC Office of Minority Health
http://www.cdc.gov/omh/

CDC Office of Women'’s Health
http://www.cdc.gov/od/spotlight/nwhw/default.ntm
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Other Topics

Steckler A, Linnan L, eds. Process Evaluation for Public Health
Intervention and Researchers. San Francisco: Jossey-Bass, 2002.

American Heart Association Guide for Improving Cardiovascular Health
at the Community Level: A Statement for Public Health Practitioners,
Healthcare Providers, and Health Policy Makers From the American
Heart Association Expert Panel on Population and Prevention Science
http://circ.ahajournals.org/cgi/reprint/107/4/645

Preventing Cancer, Cardiovascular Disease, and Diabetes: A Common
Agenda for the American Cancer Society, the American Diabetes
Association, and the American Heart Association
http://circ.ahajournals.org/cgi/reprint/109/25/3244
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Chapter 5: &valuating Your
Efforts and Demonstrating That
WISEWOM AN Works

In this chapter, you will learn about our evaluation philosophy and the
frameworks we use to guide WISEWOMAN evaluation efforts. We
also discuss the goals of the WISEWOMAN program, the types of
data CDC needs to evaluate the WISEWOMAN program, and how
our evaluation results are used. Finally, we discuss evaluating at the
project level.

WISEWOMAN Evaluation

WISEWOMAN evaluation consists of two types of evaluation at the
project and program levels: (1) process evaluation and (2) outcome
evaluation. We believe that evaluation should be conducted not only to
demonstrate impact and effectiveness, but also to improve programs
and contribute to knowledge of what works. Evaluation should provide
useful information to document the value of a program, guide program
implementation and management, demonstrate accountability, and lead
to greater learning opportunities. At the very least, it should provide a
solid base for decision-making that ultimately leads to stronger and
more effective programs.

Evaluation Frameworks

CDC’s Framework for Program
Evaluation in Public Health

In 1999, CDC developed a Framework for Program Evaluation in Public
Health.! This framework focuses on the integration of evaluation and
program management so that the results can help guide planning,
improve programs, and ultimately lead to better public health outcomes.
We support this vision and build upon CDC'’s evaluation framework as
the foundation for WISEWOMAN evaluations.

Evaluation for the
WISEWOMAN program is
a systematic assessment
that provides useful
information to document
the value of our program,
quide program
implementation and
management, demonstrate
accountability, and lead
to greater learning

opportunities.
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The CDC evaluation framework consists of six steps that must be taken
in any evaluation:

1.

2.

5.

6.

Engage stakeholders.
Describe the program.
Focus the evaluation design.
Gather credible evidence.
Justify conclusions.

Ensure use and share lessons learned.

This framework is particularly helpful in describing a major goal of all
WISEWOMAN evaluations: to ensure that the results are used and
lessons learned are shared with others. Below, we list each of the steps
in this framework and discuss how each step applies to the overall CDC
WISEWOMAN program.

1.

Engage stakeholders: An evaluation begins with engaging the
stakeholders (i.e., the people or organizations who have a vested
interest in what will be learned in the evaluation and how the results
will be used). It is important to understand stakeholders’ perspec-
tives so that the end result addresses the questions that they are
interested in. Failure to take these perspectives into account can
result in evaluation findings being criticized, rejected, or ignored. For
example, stakeholders at the WISEWOMAN program level include all
of the WISEWOMAN projects, Congress, and partners. However, at
the project level, your stakeholders include screening providers,
lifestyle interventionists, state legislators, community partners, and
women participating in your project.

Describe the program/activity: A program description is the
frame of reference for subsequent decisions made in the evaluation.
Descriptions should detail the program’s stage of development, its
context and history, the need for services, its activities, the primary
goals and objectives of the program, how it effects change, and
expected effects. A logic model (often displayed as a flowchart,
map, or table) should be used to describe the sequence of events
that lead to change. It links the processes to the eventual effects.
(See Appendix L.)

Focus the evaluation design: The evaluation must be focused to
address the concerns of the stakeholders and to work within the
context of the program. Focusing the evaluation design includes
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describing the purpose of the evaluation, explaining who will use the
findings, explaining how the findings will be used, and identifying
which evaluation questions will be answered. Data collection should
also be described, including what information sources will be used,
how the data will be collected, and who will collect, analyze, and
interpret the data and present results. The design (e.g., experimen-
tal, quasi-experimental, observational) should also be detailed.

4. Gather credible evidence: Evaluation findings must be credible
for stakeholders to use them. The information must be linked to the
evaluation questions, which were developed considering the stake-
holders’ perspectives. Consulting specialists in research or evaluation
methodology might be necessary to reduce the potential for drawing
inaccurate conclusions. Such specialists can provide suggestions
about how to enhance the credibility of inferences from the data. The
key is to accurately describe program effects when they exist and
identify alternative explanations when they occur. The WISEWOMAN
program has identified minimum data elements, cost data elements,
and performance indicators to assist with program evaluation.

5. Justify conclusions: Conclusions are justified when they are linked
to the evidence gathered. Alternative explanations for the results
should be ruled out with evidence. Conclusions are judged against
the stakeholders’ standards or indicators of performance to see if
they are justified. Stakeholders must agree that the conclusions are
justified before they will use the results with confidence. To justify
conclusions of data analysis for which a WISEWOMAN performance
standard has not been identified, the interpretation of findings,
judgment, and recommendations are identified using a team
approach; at a minimum, CDC staff, an RTI contractor, and project
staff are involved.

6. Ensure use and share lessons learned: Deliberate action is
needed to ensure use and share lessons learned. The stakeholders
responsible for the evaluation must ensure that the findings are used
and disseminated to all other stakeholders. Effective strategies
include using a user-friendly format to describe findings, requesting
feedback from other stakeholders, following up with stakeholders,
and disseminating a final report of findings. Findings from project-
level data analysis are reviewed and discussed with key staff on a
project-by-project basis. Findings from aggregate data analysis are
shared with all WISEWOMAN projects at annual meetings and
teleconferences. The WISEWOMAN Publications Subcommittee
provides input on publications that are developed to share
WISEWOMAN results with broader audiences.
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Standards for Program Evaluation: The CDC framework also
addresses the importance of following the standards for effective
evaluations. The standards were developed by the Joint Committee
on Standards for Education Evaluation? and are recognized as the
guide to sound evaluation practice. The standards suggest that all
evaluations should involve procedures that are useful, feasible, ethical,
and accurate. WISEWOMAN requires all its evaluations to adhere to
these standards. The standards are briefly described below.

1. Utility standards: Utility standards ensure that the information
needs of the users of the evaluation findings are met. Seven utility
standards address items such as identifying those who will be
affected by the evaluation, the amount and type of the information
collected, the values used in interpreting the findings, and the clarity
and timeliness of evaluation reports.

2. Feasibility standards: Feasibility standards ensure that the evalua-
tion is viable and pragmatic. The three feasibility standards
emphasize using practical procedures, taking differing political
interests into account, and ensuring the prudent use of resources.

3. Propriety standards: Propriety standards ensure that an evalua-
tion is ethical. The eight propriety standards address items such as
developing protocols and other agreements to guide the evaluation,
protecting the welfare of human subjects, weighing and disclosing
findings in a complete and balanced fashion, and addressing any
conflicts of interest.

4. Accuracy standards: Accuracy standards ensure that the evalua-
tion produces findings that are considered correct. Twelve accuracy
standards address the importance of describing the program and its
context, detailing the purpose and methods of the evaluation,
employing systematic procedures to gather valid and reliable data,
using appropriate qualitative and quantitative procedures when
appropriate, and producing impartial reports containing conclusions
that are justified.

Using the RE-AIM Framework to
Focus the Evaluation Design

WISEWOMAN is not only concerned with demonstrating effectiveness,
but also evaluating the broader public health impact of the program.
The RE-AIM framework?® is a systematic approach to planning and
evaluation that is concerned with maximizing public health impact (see
www.re-aim.org and Chapter 1 of this book for more details about
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RE-AIM). It is an approach to evaluation that moves beyond effective-
ness to include other dimensions that, when taken together, describe
the broader public health impact of a program. The dimensions, as they
apply in the context of WISEWOMAN, are described below:

Reach: The absolute number, proportion, and representativeness of
individuals who participate in WISEWOMAN program activities such as
recruitment, screening, and interventions.

Effectiveness: The impact of an intervention (or other program activi-
ties) on outcomes that are important to WISEWOMAN, including
potential negative effects, quality of life, and economic outcomes.

Adoption: The absolute number, proportion, and representativeness of
settings and service providers who are willing to initiate a WISEWOMAN
program, intervention, or other program component.

Implementation: At the setting level, implementation refers to the
service providers’ (e.g., those who provide screening and LSI) fidelity to
the various elements of the protocol. This includes consistency of
delivery as intended and the time and cost of the service.

Maintenance: The extent to which a program or policy becomes
institutionalized or part of the routine organizational practices and
policies. Maintenance in the RE-AIM framework also has referents at the
individual level. At the individual level, maintenance has been defined as
the long-term effects of a program on outcomes after 6 or more months
following the most recent intervention contact.

RE-AIM helps focus the evaluation design because it defines the scope
of WISEWOMAN evaluations. The RE-AIM dimensions are used to
define our evaluation questions and data collection needs. Evaluation
questions and the eventual data collection meant to answer those
questions will be categorized to some extent into a specific RE-AIM
dimension. However, it is important to remember that the dimensions
are interconnected, which means an evaluation question might fall
under multiple categories.

WISEWOMAN Program Goals

To start the evaluation process, we must first look at our program goals
because they help us identify what is valued and what is important to
the program. The WISEWOMAN program has long-term goals that
describe what we hope to achieve in the next 5-10 years. We have
organized these goals under each of the RE-AIM dimensions:
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We use minimum data
elements, cost data, and
the performance indicators
listed in Table 5.2 to help
us determine if the goals

are achieved.

Reach

R-1 To build a national WISEWOMAN program that provides every
eligible NBCCEDP woman with an opportunity for WISEWOMAN
services.

R-2 To establish a WISEWOMAN program that reaches NBCCEDP
women with the highest cardiovascular disease (CVD) risk, includ-
ing racial/ethnic minority women in numbers that represent the
proportion seen in NBCCEDP.

R-3 To establish a WISEWOMAN program where at least 60%—-75% of
the women screened receive the culturally appropriate lifestyle
intervention (LSI).

Effectiveness

E-1 To establish a WISEWOMAN program that improves lifestyle
behaviors.

E-2 To establish a WISEWOMAN program that improves women'’s
CVD risk scores.

E-3 To ensure that WISEWOMAN is a cost-effective program.

Adoption

A-1 To establish a WISEWOMAN program that is easy to adopt.

Implementation

I-1 To establish a WISEWOMAN program that can be delivered as
intended.

Maintenance

M-1 To establish that the benefits of the WISEWOMAN program can be
maintained over time at the individual level.

M-2 To establish that the activities of the WISEWOMAN program can
be sustained over time at the organizational level.
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Government Performance and Results Act

The data that you collect are very important to us because we, as a
federal agency, must be accountable to Congress and other stake-
holders. The Government Performance and Results Act (GPRA),
established in 1993, requires that every major federal agency ask
some very basic questions: What is our mission? What are our
goals, and how will we achieve them? How can we measure our
performance? How will we use that information to make improve-
ments? We use your data to answer these important questions and
remain accountable.

Collecting Data for Evaluation

Policy on Minimum Data Elements
and Cost Data Reporting

Your project should collect and report minimum data elements and
cost information in the format suggested by the program to its
evaluation contractor (Research Triangle Institute) twice a year:

Report on April 15 Data collected from program inception
through December 31 of the previous year

Report on October 15  Data collected from program inception
through June 30 of the current year

Minimum Data Elements

Minimum data elements (MDEs) are a set of standardized data ele-
ments that we need to evaluate the WISEWOMAN program. To reduce
the burden on your WISEWOMAN participants and to avoid duplication,
we have taken some of the WISEWOMAN MDEs (such as demographic
variables) directly from the NBCCEDP data collection systems. Other
MDEs have been developed with input from WISEWOMAN projects
specifically for the WISEWOMAN program.

Results of cardiovascular disease risk factor screening, health behavior
questions, and intervention attendance, plus data used to monitor the
care of women with alert values, are all part of the MDE submission.
These data elements are used to determine the performance of each
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For a complete list of
screening and intervention
MDEs, please see the
WISEWOMAN Data
User’s Manual. For more
information on how to
report cost data, please
see the WISEWOMAN
Cost Primer. Both
documents can be
downloaded from http.//

wisewoman.rti.org.

WISEWOMAN project and the impact of the overall WISEWOMAN
program.

The WISEWOMAN program contracts with RTI to use the MDE and
cost data collected from the projects to evaluate the impact of the
program. RTI provides technical assistance, reports, and other sources
of feedback to projects based on the results of the data analysis. Your
project must submit to RTI minimum data elements on screening and
the lifestyle intervention, as well as cost data.

Minimum Data Elements on Screening

You are required to report the following MDEs for each participant:
¢ Blood pressure (two readings).

e Total cholesterol and high-density lipoprotein cholesterol.

e Height and weight.

e Medical history (e.g., Have you ever been told by a doctor, nurse or
other health professional that your blood cholesterol is high?).

e Medication use (e.g., Are you currently taking medications for high
cholesterol?).

¢ Health behaviors related to diet, physical activity, and smoking.

If your project also screens women for diabetes (and we highly recom-
mend that you do), the results of blood glucose tests should also be
reported.

MDEs on screening are to be collected at the baseline, evaluation (first
annual), and annual office visits. You must report these MDEs semi-
annually to RTl. When women are screened and found to have alert
levels, you must document their referral and receipt of care and treat-
ment as a minimum data element.

When you rescreen participants 10—14 months after the initial screening
visit (conducting the same screening tests as at baseline and using the
same health behavior questions asked during the initial visit), you must

report these results as MDEs. Results from subsequent screening visits
are also reported.
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Minimum Data Elements on the Lifestyle Intervention

We collect MDEs to help determine if WISEWOMAN interventions have
achieved the desired effects. Answers to health behavior questions are
to be collected from women during the initial screening visit, before they
attend the lifestyle intervention, and again 1 year (10-14 months) later at
the evaluation (first annual) screening visit to determine if a change in
behavior has occurred. Furthermore, the project must track each
woman’s participation in the lifestyle intervention.

Presently, the nutrition and physical activity behavior data elements vary
across projects. However, discussions are under way with representa-
tives from all funded projects (MDE Subcommittee members) to
establish standardized nutrition and physical activity questions. The
tobacco questions are already standardized.

Cost Data

The WISEWOMAN program, like all other federal government programs,
is held accountable for the fiscal management of its resources. To
determine cost effectiveness, all WISEWOMAN costs will be allocated
to one of four WISEWOMAN:-related activities. You must submit these
cost data to RTI at the same time as your submit your MDEs.

Recruitment and tracking: Include costs associated with reaching
women for the purpose of enrolling them in the program and maintain-
ing contact with them throughout the period of funding to help ensure
completion of LSI sessions and annual screening visit.

Screening: Include costs associated with collecting medical informa-
tion about the participants. These activities include taking blood
samples for glucose and cholesterol tests, measuring blood pressure,
providing support services, and providing a professional assessment of
the individual’s health profile.

Intervention: Include costs associated with providing LSI-related
activities. Counseling sessions, cooking classes, physical activity
classes, and incentives are examples of activities or items captured in
this category.

Program oversight and administrative: Include costs associated
with activities required to administer the program. This category
includes all WISEWOMAN costs not captured in the categories above.

Additionally, costs will be subdivided at the site level into labor, materials
and supplies, and contracted costs. RTIl has developed a primer that
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provides much greater detail on collecting and reporting your cost data.
Furthermore, RTI staff and your project officer will work with you to
develop a method for capturing this information.

WISEWOMAN Performance Indicators

The WISEWOMAN program has developed performance indicators that
allow projects to conduct continuous progress monitoring using a CDC
standard. CDC, in many cases, based the standards on achievements
made in the first phase of the program by the Massachusetts and North
Carolina WISEWOMAN demonstration projects.* We will continue to
work with WISEWOMAN projects to determine future performance
indicators and standards as the WISEWOMAN program develops.

Table 5.2. WISEWOMAN Performance Indicators

Performance Indicator | CDC Standard

Number of women to be screened each year for chronic disease risk factors and to receive At least 2,500
risk-reduction counseling based on the screening results. (Standard, Level 2)
The minimum number of women that a project is to screen is determined by the type of project At least 500
(standard or enhanced) and the funding level (level one or level two, per Appendix B in Program (Standard, Level 1)

Announcement 03022). Standard projects that receive level one funding are to screen a minimum of
500 women each year. Standard projects that receive level two funding are to screen a minimum of
2,500 women each year.

The minimum number of women screened for enhanced (intervention research) projects is Power calculations

individualized and based on power calculations. are used for enhanced
projects.

Percentage of new WISEWOMAN participants screened who return for the evaluation (first = 75%
annual) screening visit within 10-14 months from baseline screening. This is required for
purposes of program evaluation.

Percentage of new women screened who attend at least one standardized lifestyle intervention | = 75%
session.

For enhanced projects, this relates only to women in the intervention group, not the control group.
Percentage of new women screened who have completed standardized lifestyle intervention = 60%
sessions.

For enhanced projects, this relates only to women in the intervention group, not the control group.

Failure to complete diagnostic/medical follow-up for women who have an alert screening value. | = 5%

Demonstrate that participants adopt a healthier lifestyle during the year following baseline TBD*
screening.
Demonstrate a reduction in expected cardiovascular disease events and deaths, per 1,000 TBD

women, in the next 10 years.

*TBD = to be determined.
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Your Evaluation Plan

You must submit an evaluation plan to CDC each year with your interim
progress report. Even though enhanced WISEWOMAN projects estab-
lish an evaluation plan at the beginning of the project period that
encompasses the entire project period (typically this is a 5-year plan),
minor changes may have occurred, and it is appropriate to resubmit the
plan with the interim progress report. You will want to work with your
evaluation team to identify milestones or significant accomplishments
that need to occur within the next budget period, and performance or
outcome measures for these objectives should be included in your
evaluation plan. We encourage you to use the evaluation frameworks
mentioned at the beginning of this chapter. Although the performance
indicators and RE-AIM framework include process and outcome mea-
sures that you can use to evaluate progress and impact, projects
interested in improving their program will want to include additional
evaluation activities.

Beyond the MDEs: Evaluating at the Project Level

When you evaluate your lifestyle intervention or screening services,
look beyond the required MDEs and consider questions you can
ask that will help you identify which activities are working well and
which activities need improvement.

Each year, your staff should identify activities that will be monitored to
determine if these activities should continue, be modified, or be dis-
continued. For example, you will want to evaluate new strategies, such
as those used to recruit women to your project, to determine if these
strategies are a good use of resources.

In addition, you may want to consider analyzing client data to ensure
that women receive timely and appropriate screening, diagnostic, and
treatment services. Your project might also want to collect data to
evaluate areas that may need improvement. You have the flexibility to
develop your own activities for your quality improvement or evaluation
plan. If you need help getting started, contact your project officer or
consider some of the ideas below:

e Compare WISEWOMAN screening numbers with BCCEDP screen-
ing numbers at the same site to determine if efforts to recruit women
within the BCCEDP are effective.

e Audit training records to ensure that key personnel have received
training on both program and national guidelines.

Emphasis Is on the First
12 Months of Participation
in WISEWOMAN

Focusing on the first 12
months of a woman’s
participation in the project
Is critical to the success
of the WISEWOMAN
program. Women should
complete the initial
screening visit, the LSI, and
the evaluation (first annual)
screening visit. Data from
each of these visits are
captured during the first
year and are analyzed to
determine the impact of

the program.
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Survey health care practitioners to determine how they ensure that
women who need pharmacological treatment receive low-cost or
free medication for as long as they need it.

Survey participants to determine if they are able to obtain free or
low-cost medication.

Survey participants to determine if they understand the results of
their screening examinations.

Analyze screening results at the clinic level and create population-
based reports for practitioners who see several WISEWOMAN
participants. This information might help providers determine if their
treatment protocols are effective.

Survey participants to determine if they received information from
their provider to help them self-manage their health.

In their book, Process Evaluation for Public Health Intervention and
Researchers,® Steckler and Linnan write that at the very least, process
evaluators should collect data to determine the following factors:

Context, including documentation of recruitment efforts: the envi-
ronment that may influence how the intervention is implemented.

Reach: The proportion of the intended target audience that partici-
pates in the intervention. Reach is often measured by attendance.
(For example, you could look at the percentage of eligible BCCEDP
women who participate in WISEWOMAN.)

Dose delivered: The number of sessions that the intervention
provider delivers. Dose received is the extent to which participants
engaged in the session.

Fidelity: The extent to which the intervention was delivered as
planned. Fidelity represents the quality and integrity of the interven-
tion as conceived by the developers.

Your project should work with experienced evaluators to plan, imple-
ment, and assess evaluation efforts that identify which parts of the
screening lifestyle intervention services are working well and which
parts should be modified or dropped. Once your project identifies
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which evaluation questions will provide this information, you can
develop methods to fill the gap between CDC’s required minimum data
elements and the data needed to answer your questions. For example,
your project may want to determine if the intervention activities were
carried out equally at all sites, or you may want to assess the quality
and accuracy of the intervention delivered to participants. You will then
need to develop a data collection instrument or identify other methods
to collect this information.

Your evaluations might include assessments to determine increases in
partnership efforts as a result of your project, improvements in medical
care, system-level changes to increase the use of national clinical care
or prevention guidelines, improvements in reminder systems to increase
participation, the usefulness of community health workers in the project,
increases in neighborhood assets, increases in provider knowledge,
improvements in participants’ self-efficacy, and so forth. This information
may be collected through various methods such as surveys, success
stories, in-depth interviews, observation, audits, and focus groups.
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You can use the
WISEWOMAN work,
evaluation, and training
plan template (see
Appendix H) to fulfill the
program’s requirement for
submitting an annual

evaluation plan.
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Appendix A
Policy Development Framework for the
WISEWOMAN Program

Steps in Policy Development

Step 1 Summarize existing policies.

Step 2 Routinely solicit input for new policy areas.

Step 3 Select a policy topic through a systematic process.

Step 4 Identify policy development panelists.

Step 5 Define the purpose and scope of the proposed policy.

Step 6 Collect and synthesize information, options, and scientific evidence,
as needed.

Step 7 Devise a method to deliberate and to make judgments and
recommendations.

Step 8 Write, edit, and format the policy for review.

Step 9 Provide for peer review and legal review.

Step 10 | Prepare final policy for dissemination.

Step 11 | Disseminate policy in the policy and procedure manual.

Step 12 | Maintain a system for periodic review and updates, as needed.
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WISEWOMAN's Definition of Policy

A definite course or method of action selected from among alternatives and in
light of given conditions to guide and determine present and future decisions.
Source: Webster’s Dictionary.

Step 1 Summarize existing policies.

Before the need for new policies can be determined, existing
policies must be identified and reviewed.

Users of the policies will have easy access to existing policies, such
as by electronic access to a policy and guidance manual.

CDC will determine whether any existing policies are not being
used or followed.

Step 2 Routinely solicit input for new policy areas.

The need for new policies is routinely assessed through a
systematic process, such as annual surveys to program directors/
coordinators, focus groups of program directors/coordinators, or
other means.

New policy areas will emerge throughout the life of the program for
various reasons:

e New technologies become available, and projects need to
know CDC'’s policy on use of a new technology, particularly
under the terms of the cooperative agreement.

e Policies affecting CDC may have a ripple-down effect,
requiring some new action by projects to meet a new
requirement imposed on CDC.

e Controversies (a clash of opposing views) emerge among
projects that can benefit from a systematic process to create
a written policy.
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In addition to routine assessment of policy needs, CDC and projects
can both propose policy area needs at any time during the year.
For example, a project may submit a policy suggestion to an
identified CDC staff person via e-mail.

The process used to determine policy needs will be documented.
See Step 10.

Step 3

Select a policy topic through a systematic process.

Not all potential policy areas will require formal policies. Criteria for
policy area selection include:

e Change in legislative requirements.
e National guideline updates.
e Project/practitioner need or request for policy.

e Variation in existing practice (if all projects are already
identical in their actions, a policy may not be needed).

e Potential impact on morbidity, mortality, and quality of life.

e The cost, time, and resources for developing a policy are
weighed against the anticipated benefits of a new policy.

e Areas of controversy, including adoption of new
technologies, may present special cases for which federal-
level policy is useful.

All policies will support the mission of CDC, the Division for Heart
Disease and Stroke Prevention (DHDSP), and WISEWOMAN. The
process used for policy selection will be documented. See Step 10.

Step 4

Identify policy development panelists.

Methodology will allow for fair and balanced project representation
on the policy development panel. Objectivity and expertise are
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desired attributes of panel members. The panel composition will
seek multidisciplinary and multicultural representation.

Some policies may require consultation with CDC's Office of the
General Counsel.

Core members of the policy development panel include:

e CDC WISEWOMAN Team (all CDC project officers and
team leader).

o DHDSP Office of the Director representative.

e All project coordinators and directors and other project
representatives, as appropriate to the topic.

Depending on the policy topic, council from experts such as the
consultant group and/or within CDC may be solicited. For example,
programs implementing policies related to nutrition or physical
activity may request guidance from the Division of Nutrition and
Physical Activity (DNPA), and those with policies related to diabetes
may request guidance from the Division of Diabetes Translation
(DDT).

The composition of the policy development panel will be
documented. See Step 10.

Step 5

Define the purpose and scope of the proposed policy.
The intended audience for the policy will be made clear.
Language in the policy will distinguish between promising
practices, which may be recommended, and program

requirements.

The purpose and scope of the policy will be documented. See Step
10.
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Step 6

Collect and synthesize information, options, and scientific
evidence, as needed.

In technical areas, scientific or medical evidence may be needed for
consideration by the policy development panel. Criteria for
assessment of evidence will be established on a case-by-case basis.
For example, in the Guide to Community Preventive Services, the
Task Force on Community Preventive Services provides clear and
systematic guidelines to determine what literature is included in
literature reviews and how this evidence is weighted in developing
recommendations. As noted in Step 4, subject matter experts may
also be consulted.

In nontechnical areas, relevant information will be collected and
synthesized. Viable options should be explored.

The process used for collecting and synthesizing information will be
documented. See Step 10.

Step 7

Devise method to deliberate and to make judgments and
recommendations.

The preferred method for policy discussions is to convene the
policy development panel in conjunction with the scheduled annual
WISEWOMAN project consultant meeting, as needed.

Group interaction methods will be used to facilitate a productive
meeting. CDC will consider advisement from the panel. If time does
not allow for this, a teleconference will be arranged.

The process used to facilitate group deliberations and decision-
making will be documented. See Step 10.

CDC makes all final policy determinations.
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Step 8 Write, edit, and format the policy for review.
CDC staff will write the policy and use language matched to the
intended audience, subject matter, intention of the policy, and the
dissemination vehicle.

Step 9 Provide for peer review and legal review.

If appropriate, the proposed policy may undergo legal review by
CDC's Office of General Counsel.

Proposed policies will be reviewed by the following stakeholders:

A 45-day comment period will be allowed.

Comments received from reviewers will be considered and the
policy revised, as appropriate.

The process of soliciting the reviews and responses will be
documented. See Step 10.

All project coordinators and directors.
CDC WISEWOMAN Team.
DHDSP Office of the Director representative.

National Breast and Cervical Cancer Early Detection
Program.

Internal medical advisors in CDC's divisions (DHDSP,
DNPA, DDT, and Division of Cancer Prevention and
Control), as needed.

Legislative advisors, as needed.
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Step 10

Prepare final policy for dissemination.

The background information for the policy may state the following:

To whom the policy applies.

The problem it addresses (or the reason the policy was
developed).

A clear and explicit description of what is being
recommended.

Evidence to support the recommended course of action
(e.g., scientific evidence of effectiveness of a new
technology).

When the policy goes into effect (and when it expires).

What degree of implementation is expected from programs.

To the extent known, the expected costs and benefits of
following the course of action recommended.

The performance measures associated with this policy.
What policy development methods were used.
Who participated in the creation of the policy.

Contact information.

Pertinent documentation noted for Steps 2—9 will be included in the
background section for each policy.
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Step 11

Disseminate policy in the policy and procedure manual.

The WISEWOMAN Guidance Document will be updated to reflect
new policies.

Each new policy will be disseminated to WISEWOMAN coordinators,
program directors, and program staff. In addition, policies relevant
to other programs, such as the National Breast and Cervical Cancer
Early Detection Program, will be disseminated to appropriate staff.

A hard copy of the policy will be sent to each project coordinator/
director, and an electronic version will be made.

Step 12

Maintain a system for periodic review and updates, as
needed.

The WISEWOMAN Guidance Document will be reviewed annually by
the CDC WISEWOMAN Team.
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Procedures for Fast-Track Policy Development

There may be times when a new policy must be developed, reviewed, and
disseminated expediently in response to a time-sensitive request. To
accommodate such time constraints, CDC will develop the policy through a fast-

track process.

To develop the policy through the fast-track process, the following steps will be

completed or omitted, as indicated below.

Step Complete Omit

- ——————————————— ——————————————|

1. Summarize existing policies. Done

2. Routinely solicit input for new policy areas. X

3. Select a policy topic through a systematic X

process.

4. Identify policy development panelists. X

5. Define the purpose and scope of the proposed X

policy.

6. Collect and synthesize information, options, and X

scientific evidence, as needed.

7. Devise a method to deliberate and to make Expedite

judgments and recommendations.

8. Write, edit, and format the policy for review. X

9. Provide for peer review and legal review. Expedite

10. Prepare final policy for dissemination. X

11. Disseminate policy in the policy and procedure X

manual.
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Appendix B
Definitions of Key WISEWOMAN Terms

Abnormal Values

Abnormal screening values for the WISEWOMAN program are the same as
those listed in national clinical care guidelines. If a participant has an abnormal
screening value, she is referred to a health care provider in accordance with
the national clinical care guidelines. Abnormal values include:

» Blood pressure: systolic 2140 mm Hg or diastolic >90 mm Hg.

= Nonfasting cholesterol: total cholesterol 2200 mg/dL or high-density-
lipoprotein cholesterol (HDL-C) <40 mg/dL. However, if the woman has
normal total cholesterol and HDL-C, yet has multiple (=2) risk factors,
lipoprotein measurement is recommended as a guide to clinical
management.

» Fasting cholesterol: depends on low-density lipoprotein cholesterol (LDL-
C) measurement and a number of risk factors. For example, both an
LDL-C 2130 mg/dL with <2 risk factors and an LDL-C 2100 mg/dL with
>2 risk factors are considered abnormal.

»= Nonfasting blood glucose (casual): =200 mg/dL with symptoms.

» Fasting blood glucose: =126 mg/dL.

Alert Values
The purpose for identifying alert screening values is twofold:

1) Blood pressure and blood glucose alert values are measures that are
considered dangerously high by the WISEWOMAN program and indicate that a
woman should receive immediate medical attention. Although the alert value for
cholesterol may not be life threatening, expert consultants have suggested that a
person with a level greater than 400 mg/dL also receive timely medical attention.

2) Although the program requires that a referral system be in place to ensure
that women with an abnormal screening value receive appropriate follow-up
medical care, resources do not allow projects to track and follow women to
determine if this occurs, except in the case of women who have alert screening
values. The project is required to collect data that establish that women with
alert screening values receive timely and appropriate care. This information can
be used by the project to determine if the referral systems used by their
screening providers are working effectively. This information is used by the
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program to assure Congress and other interested stakeholders that systems are
in place to ensure that women receive timely and appropriate medical care. Alert
values are:

= Blood pressure >180/110 mm Hg.
= Blood cholesterol >400 mg/dL.
» Fasting blood glucose >375 mg/dL.

Allowable Screening Tests

Screenings are defined as preliminary tests used to detect signs of a disorder
that may require further investigation. Screening services are made available
through health care facilities or other community-based organizations that can
meet Clinical Laboratory Improvement Amendments (CLIA) standards and that
agree to adhere to national clinical care guidelines. WISEWOMAN funds are
allowed to reimburse for screening tests or procedures that provide the
following measures:

= Resting pulse.

» Blood pressure.

= Serum total cholesterol.

» HDL-C (nonfasting).

= Height and weight.

» Panels that include assessment of blood glucose.

» Urine analysis.

= Paper and pencil tests, interviews, or computerized methods that
measure level of physical activity, dietary intake, smoking, osteoporosis
risk status, immunization status, or other chronic disease risk factors or
preventable health problems.

Allowable Diagnostic Tests

Diagnostic tests are defined as tests and procedures used to identify a disease
state or to aid in a diagnosis. Diagnostic services are made available by a
physician but also may be performed by nurses or other health professionals
who agree to adhere to national clinical care guidelines. WISEWOMAN funds
may be allowed to pay for these diagnostic tests only:

= Fasting lipoprotein analysis.
» Fasting blood glucose.
= Oral glucose tolerance test (OGTT).
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Annual Screening

WISEWOMAN funds may be used to reimburse for annual screenings that occur
beyond the initial and evaluation (first annual) screening visit for women who
are still eligible to participate in the program. Each WISEWOMAN participant
will have the same screening tests administered and answer the same
behavioral or health risk appraisal questions that were asked at her initial
screening. These measurements are collected and reported every year that she
participates in the program.

Atherogenic Diet

An atherogenic diet is one that is high in saturated fatty acids and dietary
cholesterol. The Third Report of the Expert Panel on Detection, Evaluation, and
Treatment of High Blood Cholesterol in Adults (ATP III) considers an
atherogenic diet to be an underlying risk factor for coronary heart disease.

Capacity Building

Before a WISEWOMAN project can influence individuals and organizations to
make the changes needed for success, the project might require resources,
knowledge, and skills above and beyond those it already has. Building capacity
for the WISEWOMAN projects includes hiring appropriate staff and developing
staff and providers through training efforts that increase adherence to national
clinical care guidelines and intervention protocols. Further, an increase in
knowledge and skills regarding the impact of cardiovascular disease risk factors,
such as poor diet, inactivity, and tobacco use, are also needed to build capacity
for the WISEWOMAN project.

Cardiovascular Disease

Cardiovascular disease (CVD) is a term used to include high blood pressure,
coronary heart disease, and stroke. Some organizations use this term to include
diseases of the heart and/or the circulatory system.

Case Management

WISEWOMAN funds may only be used to reimburse for case management
activities for women with alert screening values. Case management is a program
component that involves establishing, brokering, and sustaining a system of
available clinical (screening, diagnostic, and treatment) and support services for
all enrolled women who would ultimately be assessed to need case management
services. Case management is considered the most intensive intervention in the
continuum of care, and it is one of many strategies to improve adherence to
national clinical guideline recommendations.
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Clinical Follow-up

Clinical or medical follow-up is defined as all medical services (including medical
care and support services aimed at improving adherence to medical care and
treatment for the identified risk factors) provided to address the results of
baseline screening. These services are delivered to the woman before her annual
rescreening visit. Examples include simplifying medication regimens, reminding
patients of upcoming medical appointments, and arranging for transportation to
medical appointments.

Clinical Tracking

Clinical tracking is the recording and analysis of client data to ensure that a
woman enrolled in the project receives timely and appropriate rescreening,
diagnosis, and treatment services. Clinical tracking data are required for women
who have alert screening values.

Community Health Worker

A community health worker (CHW) is an indigenous member of a specific
population who delivers interventions (provides health promotion and health
education services, conducts outreach, advocates for patients and clients,
provides social support and community advocacy) in @ manner consistent with
local cultural beliefs, practices, and social nhorms. CHWs have been shown to be
effective in promoting primary and secondary prevention messages and services
and in increasing access to health care. Their work helps to fill in the gaps in the
current health care system.

Coronary Heart Disease

Coronary heart disease (CHD) is caused by atherosclerosis, the narrowing of the
coronary arteries due to fatty build-ups of plaque. CHD is likely to produce
angina pectoris (chest pain), heart attack, or both. Risk factors for CHD include
high blood pressure, high blood cholesterol, smoking, obesity, and physical
inactivity—all of which can be controlled.

Demonstration Projects

Congress has authorized the Centers for Disease Control and Prevention to fund
WISEWOMAN projects to demonstrate the feasibility and effectiveness of
providing preventive health services (such as CVD screening and behavioral or
lifestyle interventions) for women enrolled in National Breast and Cervical Cancer
Early Detection Program (NBCCEDP)-sponsored programs.
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Eligibility Criteria

All women aged 40 and older who are enrolled and remain eligible to participate
in the state, territory, or tribal organization’s BCCEDP are eligible to participate in
WISEWOMAN. A WISEWOMAN participant is a woman who meets the eligibility
criteria and has completed all of the following:

1. Signed the consent form.

2. Answered health behavior questions (e.g., on a health risk
appraisal form, lifestyle questionnaire, or enroliment form).

3. Been screened for at least one CVD risk factor.

Enhanced WISEWOMAN Project

The enhanced WISEWOMAN project is charged with conducting intervention
research to test the effectiveness and cost-effectiveness of a behavioral or
lifestyle intervention that is grounded in the social and cultural context of the
target population and is aimed at preventing CVD. In addition, the enhanced
project is charged with translating and transferring successful intervention and
program strategies to other programs that serve financially disadvantaged
women. Enhanced projects are strongly encouraged to work closely with a
Prevention Research Center or other university partner.

Evidence-Based Intervention

An evidence-based intervention is one that has been evaluated and has
demonstrated success in reducing cholesterol, blood pressure, and other
indicators and has resulted in positive lifestyle outcomes. The Guide to
Community Preventive Services, for example, provides evidence-based
recommendations for interventions to increase physical activity.

Inreach

Recruitment strategies directed at women enrolled in the BCCEDP are called
inreach strategies. These activities include contacting women enrolled in the
BCCEDP through mail or telephone calls to encourage them to participate in
WISEWOMAN services and/or working with the health care providers to promote
WISEWOMAN services.

Intervention Follow-up or Management

Intervention follow-up encompasses all services provided outside the formal
intervention session/program for the purpose of promoting attendance at
intervention sessions and adherence to lifestyle interventions. Examples of these
services include phone calls to offer support and encouragement and
arrangements for transportation to intervention sessions.
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Integrated Program

WISEWOMAN is an integrated program in that its services—including screening,
risk reduction counseling, referral, lifestyle modification interventions, and a
comprehensive evaluation—are integrated with existing services and evaluation
efforts to provide preventive services to the intended population.

Lifestyle Intervention Process Measures

Intervention process measures allow for monitoring the number and types of
intervention sessions a woman has received so that the dosage level or exposure
can be determined. Process measures are also used to determine if the lifestyle
intervention is implemented as intended.

Lifestyle Intervention Research

In enhanced projects, which are research programs, interventions are rigorously
tested to determine which are most feasible and effective for changing diet,
physical activity, and/or smoking behaviors within the WISEWOMAN target
audience.

Lifestyle Intervention Tracking
Lifestyle intervention tracking is the recording and analysis of client data to
ensure that a woman enrolled in the program receives the complete intervention.

Lifestyle Intervention Counseling

All WISEWOMAN participants are provided standardized lifestyle intervention
counseling (counseling that uses the same methodology and educational
materials across all sites). Nutritionists, health educators, or other qualified
health care professionals (including trained community health workers) provide
nutrition and physical activity counseling that supports national health promotion
and disease prevention recommendations. The counseling can occur in an
individual and/or group setting for the purpose of helping the participant identify
her individual goals and to provide skills and knowledge needed to help her
achieve and sustain heart-healthy behaviors. The participant may also receive
counseling on topics such as smoking cessation, stress management, or
osteoporosis prevention.

Lifestyle Intervention Counseling Sessions

Lifestyle intervention counseling sessions are the encounters or appointments
held between the interventionist and participant to transfer the knowledge and
skills necessary for behavior change. At the state/tribal level, WISEWOMAN
projects determine the number of core or essential standardized lifestyle
intervention counseling sessions needed for individual and program success.
Success is based on meeting behavioral goals and objectives.
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Medical Nutrition Therapy

The Medicare MNT benefit regulations define medical nutrition therapy (MNT)
services as nutritional diagnostic, therapy, and counseling services provided by a
registered dietitian or nutrition professional for the purpose of managing disease.
WISEWOMAN funds may not be used to reimburse for medical nutrition therapy.

Minimum Data Elements

Minimum data elements (MDES) are a set of standardized data elements
developed and collected to ensure that consistent and complete information on
screening location, patient demographic characteristics, screening results,
diagnostic procedures, intervention tracking and follow-up, and diet, physical
activity, and tobacco assessments are collected on women enrolled in the
WISEWOMAN project. These are the data items that are minimally necessary for
WISEWOMAN-sponsored projects and the CDC to monitor outcomes. The
electronic MDE files are submitted semiannually to CDC or a designated
contractor. Projects are encouraged to collect additional data for project
management and evaluation purposes.

Monitoring

Monitoring is a quality assurance activity to assess the quality and level of
adherence to the project’s screening and intervention protocols. Strategies
include site visits, audits, and other ongoing evaluation activities.

National Breast and Cervical Cancer Early Detection Program

The National Breast and Cervical Cancer Early Detection Program (NBCCEDP) is a
program that focuses on service delivery and early detection of cancer. In 1995,
Congress created WISEWOMAN as a supplemental preventive service program
for clients enrolled in the NBCCEDP-funded programs. Through the NBCCEDP
infrastructure in 15 project locations, WISEWOMAN services are provided. When
the acronym BCCEDP is used, we are referring to the state or tribal
organization’s CDC-funded Breast and Cervical Cancer Early Detection Program.

Outreach

Outreach activities are strategies used to recruit eligible women previously not
known by WISEWOMAN or BCCEDP staff. (By contrast, inreach activities are
strategies used to recruit eligible women who are already known to the health
care facility.)
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Performance Indicators

WISEWOMAN has identified performance indicators to assist in monitoring and
measuring a project’s progress toward achieving program goals. Performance
indicators help to identify a project’s strengths and its opportunities for further
improvement.

Project Period
WISEWOMAN projects are funded for a 3- to 5-year period, as noted in the
program announcement’s request for application.

Protocol

Protocols are written plans specifying the procedures to be followed by project
staff or contractors. Protocols are developed to ensure that appropriate care is
given to all WISEWOMAN participants.

Public Health Advisory Team

Projects are to work with experts selected to form an interdisciplinary team to
provide advice on the direction of the project as well as specific project issues.
These experts may include physicians, public health practitioners, nutritionists,
interventionists, evaluation staff, participants, and others.

Referral

Referral is a process whereby a participant is introduced to additional health
resources in the community, as in helping a woman find an appropriate provider
for further diagnosis after receiving notice that her CVD screening values were
abnormal. In addition, a referral may be used to provide a WISEWOMAN
participant with a link to the intervention counseling she needs to improve her
risk factor status.

Risk Reduction Counseling

Risk reduction counseling provides the participant with an interpretation of the
results of screening tests and health risk assessment questions. WISEWOMAN
strongly recommends that the risk reduction counseling be provided both in
writing and orally.

Standard WISEWOMAN Project

The standard WISEWOMAN project is charged with evaluating the effectiveness
(including cost-effectiveness) of operational approaches used to conduct
WISEWOMAN activities such as outreach; screening to check blood pressure and
cholesterol and to assess behaviors related to smoking, diet, and physical
activity; referral; lifestyle intervention; tracking and follow-up; evaluation;
professional and public education; and community engagement.



Appendix B

Therapeutic Lifestyle Changes

The National Cholesterol Education Program’s document, 7he Third Report of the
Expert Panel on Detection, Evaluation, and Treatment of High Blood Cholesterol
in Adults (ATP III), recommends the use of dietary therapeutic lifestyle changes
(TLCs) to reduce cholesterol in the bloodstream through reduced fat and
increased fiber intakes. According to the guidelines, a health care provider should
initiate TLCs if a woman’s LDL-C is above goal.

= Diet-related recommendations:

- Saturated fat <7% of calories, cholesterol <200 mg/day.

- Consideration for increased viscous (soluble) fiber (10-25 g/day) and
plan stanols/sterols (2g/day) as therapeutic options to enhance LDL-C
lowering.

» Weight management.
» Increased physical activity.

WISEWOMAN Consultant Group

CDC assembled the WISEWOMAN Consultant Group to advise CDC and its
partners on issues relevant to the operation, evaluation, and sustainability of
WISEWOMAN. The group is composed of eight nationally known experts who
collectively bring extensive knowledge and experience in cardiovascular disease,
women’s health, public health practice and preventive medicine, access to care,
health behavior and lifestyle interventions, and program evaluation.

WISEWOMAN Program

WISEWOMAN is an acronym that stands for Well Integrated Screening and
Evaluation for Women Across the Nation. The program comprises 15
WISEWOMAN projects, CDC staff, contractors, and other partners.
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Appendix C
CPT Codes

Allowable Primary Prevention Services with
Corresponding CPT Codes?

The following list of Current Procedural Terminology (CPT) codes reflects those most
commonly used by our currently funded WISEWOMAN projects. This list can be used to
help new projects identify procedures that are approved for reimbursement or help
established projects confirm that the procedures and services for which they plan to
reimburse are allowed by the program. If your project would like to use a CPT code
that is not included on this list, please discuss this with your project officer. Your
project will be asked to annually submit its list of CPT codes and reimbursement rates
for approval along with your continuation application and budget.

CPT Code Cholesterol and Lipid Tests
80061 Lipid panel
80061QW | Lipid panel (CLIA-waived?)
82465 Cholesterol, total
82465QW | Cholesterol, total (CLIA-waived)
83718 HDL cholesterol
83718QW | HDL cholesterol (CLIA-waived)
Glucose Tests
82947 Glucose; quantitative
82947QW | Glucose; quantitative (CLIA-waived)
82948 Glucose; blood, reagent
82951 Glucose tolerance test, three specimens
82951QW | Glucose tolerance test, three specimens (CLIA-waived)
83036 Hemoglobin, glycated (HbA1c) used in lieu of other glucose testing for
those with previous diagnosis of diabetes
83036QW | Hemoglobin, glycated (HbAlc) (CLIA-waived) used in lieu of other
glucose testing for those with previous diagnosis of diabetes
Panels That Include Glucose
80048 Basic metabolic profile
80053 Comprehensive metabolic panel
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Other Screening Activities
36415 Routine venipuncture
Office Visits
(same as those allowed by the National Breast and
Cervical Cancer Early Detection Program)
99201 Office visit for new patient—problem focus—10 minutes face-to-face
99202 Office visit for new patient—expanded problem focus—20 minutes
face-to-face
99203 Office visit for new patient—low complexity—30 minutes face-to-face
99211 Office visit for established patient—minimal problem—5 minutes
face-to-face
99212 Office visit for established patient—problem focus—10 minutes
face-to-face
99213 Office visit for established patient—expanded problem focus—
15 minutes face-to-face
99241 Consultation visit—problem focus—15 minutes face-to-face
99242 Consultation visit—expanded focus—30 minutes face-to-face
99243 Consultation visit—detailed focus—40 minutes face-to-face
99385 Initial preventive medicine evaluation—30-39 years
99386 Initial preventive medicine evaluation—40-64 years
99387 Initial preventive medicine evaluation—>=65 years"
99395 Periodic preventive medicine evaluation—30-39 years
99396 Periodic preventive medicine evaluation—40-64 years
99397 Periodic preventive medicine evaluation—=65 years"

* Reimbursable for Medicare Part B unenrolled women only.

Note: WISEWOMAN funds cannot be used to reimburse for the treatment of
conditions such as high blood pressure, high cholesterol, high glucose, or obesity.
Treatment includes medication, medical nutrition therapy, and other highly
specialized counseling, such as diabetes-education programs.
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Lifestyle Intervention Counseling

Lifestyle intervention counseling to address healthy eating, physical activity and/or
tobacco use is delivered and reimbursed through a variety of ways by our
WISEWOMAN projects. Projects that use CPT codes for reimbursement of lifestyle
intervention counseling may use the following codes, as appropriate. Maintenance
activities are not included in this section.’

99401 Individual, face-to-face or on the telephone, 15 minutes
99402 Individual, face-to-face or on the telephone, 30 minutes
99403 Individual, face-to-face or on the telephone, 45 minutes
99404 Individual, face-to-face or on the telephone, 60 minutes
99411 Face-to-face in group setting, 30 minutes
99412 Face-to-face in group setting, 60 minutes

! Level I of the Healthcare Common Procedure Coding System (HCPCS) is comprised of Current
Procedural Terminology (CPT), a numeric coding system maintained by the American Medical
Association (AMA). The CPT is a uniform coding system consisting of descriptive terms and
identifying codes that are used primarily to identify medical services and procedures furnished
by physicians and other health care professionals. Health care professionals who deliver
WISEWOMAN services may be reimbursed for the procedures on this list in an
amount no greater than what is reimbursed by Medicare, Part B.

> The Clinical Laboratory Improvement Amendments of 1988 (CLIA) law specified that laboratory
requirements be based on the complexity of the test performed and established provisions for
categorizing a test as waived. Tests may be waived from regulatory oversight if they meet
certain requirements established by the statute. CLIA-waived tests employ methodologies that
are so simple and accurate as to render the likelihood of erroneous results negligible; pose no
reasonable risk of harm to the patient if the test is performed incorrectly; and/or are cleared by
the Food and Drug Administration for home use.

3 The lifestyle intervention sessions are created to facilitate the adoption of health-promoting
behavior for the first time, and maintenance activities are developed to support the
maintenance of the behavior over time. Examples of maintenance activities include the
provision of low-cost or free passes to community swimming pools or fitness centers;
development of walking clubs; periodic mailings of newsletters or community event calendars
that encourage women to practice what they have learned in the intervention sessions; and/or
mailing a note of encouragement, which may include a recipe or some other healthful tip.
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Billing Code: 4163-18-P
DEPARTMENT OF HEALTH AND HUMAN SERVICES
Centers for Disease Control and Prevention
[Program Announcement 03022]
Chronic Disease Prevention and Health Promotion Programs
The Centers for Disease Control and Prevention (CDC) announces the availability of fiscal year
(FY) 2003 funds for a cooperative agreement program for Chronic Disease Prevention and Health
Promotion Programs.
Table of Contents
A. Authority and Catalog of Federal Domestic Assistance

B. Purpose

C. Eligible Applicants — See Appendix "D" for current program announcement numbers and
titles

D. Funding

Specific requirements for each component are incorporated under sections D.1. to D.7.
through G.1. to G.7.. Sections A through C and H through J apply to all components.

E. Program Requirements
F. Content
G. Evaluation
H. Submission and Deadline
I. Other Requirements
J. Where to Obtain Information
A. Authority and Catalog of Federal Domestic Assistance Number

Components 1 (Tobacco), 2 (Nutrition, Physical Activity, Obesity), 4 (Oral Disease), 6 (BRFSS),
and 7 (Genomics):
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This program is authorized under section 301 (a) and 317 (k) (2) of the Public Health Service Act,
[42 U.S.C. section 241 (a) and 247b(k) (2), as amended]. The Catalog of Federal Domestic
Assistance number is 93.283.

Component 3-WISEWOMAN

This program is authorized under sections 1501-1509 [42 U.S.C. 300k-300n-4a] of the Public Health
Service Act, as amended. The consolidated Appropriations Act, 2000, Public Law 106-113, also
authorizes this program. The Catalog of Federal Domestic Assistance (CFDA) number is 93.283.
See http://www.cdc.gov/wisewoman/legislationhighlight.htm for WISEWOMAN authorization and
link to BCCEDP legislation.

Component 5 — Arthritis

This program is authorized under section 301(a) and 317(k) (2) of the Public Health Service Act, [42
U.S.C. section 241 (a) and 247b(k) (2), as amended]. The Catalog of Federal Domestic Assistance
number is 93.945.

B. Purpose

The Centers for Disease Control and Prevention (CDC) announces the availability of fiscal year
(FY) 2003 funds for a cooperative agreement program for Chronic Disease Prevention and Health
Promotion Programs. This program addresses the "Healthy People 2010" focus areas of Tobacco
Use, Physical Activity and Fitness, Nutrition and Overweight, Public Health Infrastructure, Oral
Health, Arthritis, Osteoporosis, Back Conditions, Educational and Community-Based Programs,
Cancer, Diabetes, Genomics, and Surveillance and Data Systems.

The purpose of the program is to support capacity building, support program planning, development,
implementation, evaluation, and surveillance for current and emerging chronic diseases conditions.

The Centers for Disease Control and Prevention, National Center for Chronic Disease Prevention
and Health Promotion (NCCDPHP) is issuing this program announcement in an effort to simplify
and streamline the grant pre-award and post-award administrative process, provide increased
flexibility in the use of funds, measure performance related to each grantee’s stated objectives and
identify and establish the long-term goals of Health Promotion programs through stated performance
measures. These efforts include incorporation of improved performance measures, enhancement of
short and long term objectives, combining multiple reports, establishment of consistent reporting
requirements, and advancing from one public health program funding level to a higher level based
on performance.

This program announcement incorporates funding guidance for the following seven program
components: Tobacco; Nutrition, Physical Activity, and Obesity; Well Integrated Screening and
Evaluation for Women Across the Nation (WISEWOMAN); State-based Oral Disease Prevention;
Arthritis; Behavior Risk Factor Surveillance Systems (BRFSS); and Genomics and Chronic Disease
Prevention programs.
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CDC encourages recipients to identify opportunities to link chronic disease and health promotion
efforts across this and related program announcements, where appropriate (i.e. cardiovascular health,
diabetes, genomics, tobacco, nutrition and physical activity, obesity, etc.). These efforts could
include co-funding of recipient activities and cost sharing of staff time, in support of shared,
overlapping objectives across program components and cooperative agreements. Such
complementary activities must meet the program objectives of the funded component/program.

Your application should be submitted as one application but should consist of each separate Specific
Categorical Component. Applications will be due on March 28, 2003. The categorical components
and specific purposes for each are:

Component 1: Comprehensive State-Based Tobacco Prevention and Control Programs — The
purpose of this program is to achieve four Program Goals through community interventions and
mobilization; counter-marketing; policy development and implementation; and surveillance and
evaluation. The goals are: prevent initiation to tobacco use among young people; eliminate exposure
to second hand smoke; promote cessation among adults and young people who use tobacco; and
identify and eliminate tobacco-related disparities among specific population groups.

Component 2: State Nutrition and Physical Activity Programs to Prevent Obesity and Other
Chronic Diseases — The purpose of the program is to prevent and control obesity and other chronic
diseases by supporting States in the development and implementation of science-based nutrition and
physical activity interventions. Major program areas are: balancing caloric intake and expenditure;
improved nutrition through increased breastfeeding and increased consumption of fruits and
vegetables; increased physical activity; and reduced television time. See Goals at
http://www.cdc.gov/nccdphp/dnpa/rfainformation.htm.

Component 3: Well integrated Screening and Evaluation for Women Across the Nation
(WISEWOMAN) — The purpose of this program is to support health promotion efforts through the
WISEWOMAN program, focusing on early detection of chronic diseases and their associated risk
factors and prevention of chronic diseases through lifestyle interventions. The WISEWOMAN
program promotes a healthy lifestyle through increased physical activity, improved nutrition, weight
control, and smoking cessation. The target population is women aged 40-64 years old who are
participants in the National Breast and Cervical Cancer Early Detection Program (NBCCEDP)
comprehensive screening programs funded by the Centers for Disease Control and Prevention
(CDC). Because eligibility for the NBCCEDP is based on inadequate health insurance coverage and
lack of financial resources, the WISEWOMAN program aims to increase access to quality care
through screening for conditions such as high cholesterol and high blood pressure using methods
detailed in national clinical guidelines. Along with lifestyle interventions, medical referral and
follow-up are also important components of the program.

Component 4: State-Based Oral Disease Prevention Programs — The purpose of this program is
to establish, strengthen and expand the capacity of States, Territories, and tribes to plan, implement,
and evaluate population-based oral disease prevention and health promotion programs, targeting
populations and oral disease burden, as outlined in "Oral Health in America: A Report of the
Surgeon General," and can be found using the following link
http://www.surgeongeneral.gov/library/oralhealth.
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Component 5: Arthritis — The purpose of this program is to assist States in developing,
implementing, and evaluating State level programs to control of arthritis and other rheumatic
conditions. This program emphasizes State-based leadership in coordinating State Health
Department capacity to reduce the burden of arthritis within the State. Programmatic efforts should
focus on persons affected by arthritis, i.e., persons already experiencing the systems of arthritis, their
families, and others treating or providing services for persons with arthritis. By targeting persons
affected by arthritis, prevention strategies are secondary and tertiary, focusing on prevention of
disability and improving quality of life. There will be two levels of activities for this component:
Capacity Building Program Level A and Capacity Building Level B. See "Recipient Activities" for
specific activities for each level.

Component 6: Behavior Risk Factor Surveillance Systems (BRFSS) — The purpose of this
program is to provide financial and programmatic assistance to State Health Departments to
maintain and expand 1) specific surveillance using telephone survey methodology of the behaviors
of the general population that contribute to the occurrence of prevention of chronic diseases and
injuries, and 2) the collection, analysis, and dissemination of BRFSS data to State categorical
programs for their use in assessing trends, directing program planning, evaluating programs,
establishing program priorities, developing policy, and targeting relevant population groups.

Component 7: Genomics and Chronic Disease Prevention — The purpose of the program is to
assist States in developing agency-level genomics leadership and coordination capacity that ensures
effective planning, implementation and evaluation of knowledge and tools for using genetic risk
factors and family history in improving chronic disease prevention and health outcomes. The study
of genes and their function has led to recent advances in genomics and our understanding of the
molecular mechanisms of disease, including the complex interplay of genetic and environmental
factors. This program requires the integration of genomics and family history assessments into
ongoing and new population-based strategies for identifying and reducing the burden of specific
chronic, infectious and other diseases. Of particular importance is enhanced planning and
coordination to integrate genomics into core State public health specialties of genomics within State
core public health specialties (such as epidemiology, laboratory activities, and environmental health)
and to facilitate the effective application of new knowledge, enable effective application of new
knowledge about gene-environment interactions, and crosscutting family history information to
chronic disease prevention opportunities.

NOTE: The following statements are applicable for all Components:

Measurable outcomes of the program will be in alignment with one or more of the following
performance goals for the National Center for Disease Prevention and Health Promotion
(NCCDPHP): reduce cigarette smoking among youth; support prevention research to develop
sustainable and transferable community-based behavioral interventions; increase the capacity of
State arthritis programs to address the prevention of arthritis and its complications at the community
level; help States monitor the prevalence of major behavioral risks associated with premature
morbidity and mortality in adults to improve the planning, implementation, and evaluation of disease
prevention and health promotion programs; support high-priority State and local disease prevention
and health promotion programs, and to help State use genetic information in their public health
programs.
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Applicants are required to provide measures of effectiveness that will demonstrate the
accomplishment of the various identified objectives of the grant or cooperative agreement. Measures
of effectiveness must relate to the performance goal (or goals) as stated in section "B. Purpose" of
this announcement. Measures must be objective and quantitative and must measure the intended
outcome. These measures of effectiveness shall be submitted with the application and shall be an
element of evaluation.

C. Eligible Applicants
Limited Competition

Assistance will be provided only to the health departments of States or their bona fide agents,
including the District of Columbia, the Commonwealth of Puerto Rico, the Virgin Islands, the
Commonwealth of the Northern Mariana Islands, American Samoa, Guam, the Federated States of
Micronesia, the Republic of the Marshall Islands, the Republic of Palau, and Federally recognized
Indian tribal governments. A bona fide agent is an agency/organization identified by the State as
eligible to submit an application under the State eligibility in lieu of a state application.

All applications received from current grant recipients under Program Announcements 99038,
Component 1, (Comprehensive State-Based Tobacco Use Prevention and Control Programs); 00115
and 99135, Component 3 (Well Integrated Screening and Evaluation for Women Across the nation
WISEWOMAN) and 01098 (WISEWOMAN Enhanced); 01046, Component 4 (Support for State
Oral Disease Prevention Programs); 01097, Component 5 (Reducing the Impact of Arthritis and
Other Rheumatic Conditions); 99044, Component 6, (Behavior Risk Factor Surveillance systems)
will be funded upon receipt and approval of a technically acceptable application. In addition to the
eligible applicants above, potential applicants that are eligible for specific components 2, 3, 4, 5, 6,
and 7 are:

Component 2 — State Nutrition and Physical Activity Programs to Prevent Obesity and Other
Chronic Diseases:

Eligibility for this component is limited to States, Territories, and the District of Columbia.
Applicants can apply for either or both programs, "Capacity Building or Basic Implementation
funding." Applicants awarded Basic Implementation funds will not be considered for Capacity
funding. Applicants applying for both programs must submit two separate applications for this
component.

Component 3 - WISEWOMAN: Assistance will be provided only to the health departments of
certain States/Territories/Tribes or their bona fide agents who are currently receiving grants under
Section 1501 of the Public Health Service Act. Applicants are eligible for one of two levels of
funding for one of two types of projects, Standard or Enhanced (see Appendix A: Eligibility and
Appendix B: Type of Program and Performance Requirements for more details).

Component 4 — State-Based Oral Disease Prevention Programs: The 13 States currently
receiving CDC funds for CORE Programs under Program Announcement 01046 are eligible to apply
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for Part 1 Capacity Building Program: Alaska, Arkansas, Colorado, Illinois, Michigan, New York,
Nevada, North Dakota, Oregon, the Republic of Palau, Rhode Island, South Carolina, and Texas.

Current CORE Program grantees that apply for Basic Implementation Program funding in year two
and are not funded will continue to receive funding for the CORE (Capacity Building) Program. To
make this possible, currently funded CORE (Capacity Building) Program grantees must provide a
separate CORE (Capacity Building) Program Logic Model, Work Plan, budget, and budget
justifications that addresses CORE (Capacity Building) Program activities to expedite the award
process.

Component 5 — Arthritis: The only eligible applicants for Capacity Building Level B Funding
during year one of this program announcement are the following 28 States which are currently
funded under Program Announcement 01097, Reducing the Impact of Arthritis and Other Rheumatic
Conditions: Alaska, Arizona, Arkansas, Colorado, Connecticut, Idaho, Indiana, lowa, Kentucky,
Maryland, Michigan, Nebraska, Nevada, New Mexico, New York, North Carolina, Ohio, Oklahoma,
Oregon, Pennsylvania, Rhode Island, South Carolina, Tennessee, Texas, Vermont, Virginia, and
Wisconsin. These States may not apply for Capacity Building Program Level A funding during year
one of this announcement.

Eligible applicants for Capacity Building Program Level A are those currently funded under
Program Announcement 99074 and health departments other than those listed above who meet the
requirements outlined in the "Recipient Activities" section of this Component for Capacity Building
Program Level B and Capacity Program Level A.

Component 6 — Behavior Risk Factor Surveillance Systems (BRFSS): Assistance will be
provided only to the existing 54 health departments funded under the Behavioral Risk Factor
Surveillance, Program Announcement Number 99044.

Component 7 — Genomics

Assistance will be provided only to the health departments of States or their bona fide agents. A
bona fide agent is an agency/organization identified by the state as eligible to submit an application
under the State eligibility in lieu of a State application.

D. Availability of Funds

Approximately $91,700,000 is available in FY 2003 to fund approximately 194 awards.

It is expected that the awards will begin on or about June 30, 2003 and will be made for a 12-month
budget period within a project period of up to five years.

Pending availability of funds, beginning in year two and each of the remaining years for this
program announcement (June 30, 2004 through June 30, 2008), there will be an open season for
competitive applications. Specific guidance will be provided with exact due dates and funding levels
each year.
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Applications from all new applicants as well as all currently funded programs, whose project period
have ended or will end in FY 2003, will be competitively reviewed by an independent Objective
Review Panel.

Continuation awards for year two and beyond will be made on the basis of satisfactory progress
made toward the attainment of the goals, objectives, and corresponding performance measures as
evidenced by required reports, and based on the availability of funds. Additional information is listed
on a component-by-component basis.

Component 1: Comprehensive State-Based Basic Tobacco Prevention and Control Programs
D.1. Availability of Funds
Approximately $57 million is available in FY 2003 to fund 59 awards.

In year one, States and Territories currently funded under program announcement 99038 should
apply for the same base amount that is currently received on a non-competitive basis. Applicants
should refer to "Recipient Financial Participation" for information on required matching funds. The
remaining unfunded Territory is Marshall Island that is eligible to apply for funds in the amount of
$100,000 to $125,000. If Marshall Island submits an application, it will be reviewed under a
competitive review process.

Continuation award amounts may be adjusted should a State receive lawsuit settlement funds,
general funds, or excise tax funds for the State’s comprehensive program.

Use of Funds:

CDC funds cannot be used to supplant existing State funding. Applicants may not use these funds to
supplant funds from Federal or State sources, the Preventive Health and Health Service Block Grant
or Center for Substance Abuse Prevention funding for youth access enforcement. Applicants must
maintain current levels of support dedicated to tobacco use prevention and control from Federal,
State sources, or the Preventive Health and Health Services Block Grant.

Funds may not be used to conduct research. Surveillance and evaluation activities are for the
purposes of monitoring program performance, and are not considered research.

Cooperative agreement funds must be used for focused strategies to change systems, develop and
implement policies, change the environment in which tobacco use occurs, and impact population
groups rather than individuals. To this end, cooperative agreement funds may not be used to provide
direct services such as individual and group cessation services, patient care, personal health services
medications, patient rehabilitation, or other costs associated with the treatment of diseases caused by
tobacco use. Funds may be used to support activities in line with CDC "Guidelines for School Health
Program to Prevent Tobacco Use and Addiction" including curricula but may not be used for staff
time to provide direct classroom instruction of students. Cooperative agreement funds may not be
used to directly enforce tobacco control policies unless there are extenuating circumstances within
the State. A justification must be provided and reviewed.
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Recipient Financial Participation

Federal sources as follows. During the first year of the award, States receiving funding from another
source(s) that is equal to or greater than the CDC award will match one dollar of direct cash match
from non-Federal sources for every dollar of Federal funds. All other States and Territories that do
not receive funds from non-Federal sources that are equal to or greater than the CDC award will
provide one dollar of cash or in-kind match from non-Federal sources for every ten dollars of
Federal funds.

Beginning in the second year and in each subsequent year of the award, all States and Territories will
provide one dollar from non-Federal sources for every four dollars of Federal funding. The match
may be cash, in-kind, or a combination from State and/or public and private sources.

Technical assistance will be available for potential applicants through the following means: a
minimum of two conference calls to be held on or around December 12, 2002 and January 10, 2003.

E.1. Program Requirements

In conducting activities to achieve the purpose of this program component, the recipient will be
responsible for the activities under "1. Recipient Activities," and CDC will be responsible for the
activities listed under "2. CDC Activities."

1. Recipient Activities
a. Program Management

Identify and hire staff with the appropriate competencies to manage a tobacco prevention and control
program and provide information to demonstrate that management staff are at a level within the
agency to affect the decision making process related to the tobacco program.

A suggested minimum number of staff would be seven FTEs including one FTE Program Manager
and one FTE for administrative support. Staff should have knowledge and skills in: program
development, coordination and management; fiscal management including management of funding
to State and local partners; leadership development; tobacco control and prevention content; cultural
competence; public health policy including analysis, development and implementation; community
outreach and mobilization; training and technical assistance, health communications including
counter-marketing; strategic use of media including media advocacy, earned and paid media;
strategic planning; gathering and analyzing data (surveillance); and evaluation methods.

Funding from other sources increases the scope of the program, requiring additional staff to
administer and monitor the program. A suggested number of staff based on increased funding levels
would be an additional one to eight FTEs for a total of eight to sixteen FTEs with program
justification including description of activities funded through other sources. The Program Manager
and the administrative support position should be FTEs within the State Health Department (SHD).
Other positions may be SHD FTEs or may be contractual.
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Performance will be measured by evidence that the SHD has dedicated human resources to
administer and manage the program effectively that is consistent with the competencies and staffing
levels identified above in item (a) "Program Management."

Evidence of the provision of ongoing training for staff can be demonstrated through staff
participation in CDC sponsored training, meetings and conferences and other continuing education
opportunities as identified by SHD program staff.

Evidence of organizational impact could be demonstrated by providing evidence that management
staff have organizational access to the State Health Officer and by providing information to support
senior level management involvement in the tobacco program.

b. Fiscal Management

1. Describe how funding to support State and local programs that focus on population-based
strategies, are science-based and policy-focused, and reach diverse groups will be accomplished.

2. Track and monitor the health and economic burden of tobacco use in the State through
surveillance and evaluation activities, program activities supporting goals and objectives, tracking
policy development and implementation.

Performance will be measured by evidence that the SHD activities resulted in accomplishment of
items (a) through (d) above.

c. Strategic Planning

Develop a five-year strategic plan with active participation of State and local partners. The strategic
plan should reflect all tobacco prevention and control activities in the State. It should be linked to
and complement the SHD comprehensive cancer control plan, the cardiovascular health plan and
other SHD plans to reduce tobacco-related chronic diseases. The five-year strategic plan should
include: Description of evidence-based program and policy strategies tailored to data determined
State needs; a logic model linking activities to outputs and short-term and intermediate outcomes
using specific, measurable, achievable, relevant, and time bound program objectives; program
evaluation activities including a summary and time-line for data collection activities; program
components that address counter-marketing and strategic use of media advocacy and paid media
when appropriate); strategies to address the four program goal areas.

Performance will be measured by evidence that a five-year basic implementation, strategic State
tobacco control plan has been developed and will be updated based on environmental changes.
Evidence can be shown by a description of how the plan was developed and the submission of a plan
that is consistent with the activities described above in item (a) "Strategic Planning."

d. Surveillance and Evaluation

Develop and implement a basic implementation evaluation plan with stakeholder's involvement. The
evaluation plan should include clear goal-based logic models, with outputs, short, intermediate, and
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long-term objectives; data collection on key tobacco-related indicators using valid methods that are
comparable across States; data collection timetables, the production and dissemination of evaluation
reports and establishment of a method to track the number and type of policy and systems changes
that promote cessation. References U.S. HHS CDC "Introduction to Program Evaluation for
Comprehensive Tobacco Control Programs, November 2001" and the upcoming report on key
indicators that can be used to monitor and evaluate State level tobacco control programs (expected
publication date: Spring 2003) for additional information.

Performance will be measured by accomplishment of the activities described above in item (a)
"Surveillance and Evaluation" and by providing the following evidence: A description of a
comprehensive evaluation plan, including the involvement of stakeholders in the evaluation planning
process; recommendations made and/or actions taken by an advisory group or task force composed
of diverse State and local representation; a description of the data collection activities, including
methodologies and data analysis; a description of process and outcome objectives and indicators to
be used in program evaluation; a description of the SHD's role in coordinating surveillance and
evaluation efforts and providing technical assistance and training on program monitoring, data
collection, and evaluation; the production of useful evaluation reports, and the utilization of
evaluation findings to improve, expand, or maintain the tobacco control program.

e. Collaboration and Communication with Partners

Develop and maintain Statewide and local active partnerships that support the goal of reducing or
eliminating the health and economic burden of tobacco use and an effective communication system
with partners at the State and local level. Partnerships may include Statewide and local
organizations, voluntary health organizations, universities, local health departments, organizations
that represent diverse communities, community based organizations, Statewide and local coalition,
and boards commissions, and advisory groups with responsibility for the State Tobacco Control
Program. Working with partners includes capacity building with those organizations through
technical assistance, training and educational activities.

Performance will be measured by accomplishment of the activities described above in item (a)
"Collaboration and Communication with Partners" and by providing the following evidence:
Submission of letters of support that clearly define the level of commitment from the organization;
description of grants, contacts, and memoranda of understanding; membership lists; active
participation in meetings; clear role definitions for partners; active participation in Statewide and
local planning including media campaigns, tobacco control plans, and conference. Evidence can be
shown by: Description of stakeholder communication plan which employs multiple channels
including Statewide list serve; Statewide conference, trainings, and information exchanges;
electronic newsletters and updates; Statewide teleconferences; Web site postings; site visits; and
videos.

f. Local Grant Programs
Support local programs to establish grassroots networks at the community level. Support should be

sufficient for designated staff at the local level to establish and participate in local coalitions,
partnerships, and task forces for local policy development and implementation; local environmental
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scan; development and implementation of a written plan to work toward policy goals and
participation in State participation in State evaluation and data collection efforts; access to tobacco
control information through a variety of sources such as journals, Internet Web sites and list serves.
Refer to U.S. HHS, CDC "Best Practices for Comprehensive Tobacco Control Programs-August
1999," and American Journal of Preventive Medicine "Community Prevention Services Guidelines
for Tobacco Use, February 2001" for information about local programs.

Performance will be measured by accomplishment of the activities described above in item (a)
"Local grant program."

g. Training and Technical Assistance

Develop and implement a technical assistance and training process to address the needs of local
health department staff, coalitions, and partners involved in tobacco prevention and control
activities.

Performance will be measured by evidence that training and technical assistance needs have been
assessed and provided by the State Tobacco Control Program to local health department staff,
coalitions, and partners. Evidence can be shown by: the number and description of trainings planned
and/or provided that include the strategic purpose of the trainings and anticipated impacts as related
to short-term and long-term outcomes, description of the process and strategy to provide technical
assistance.

h. Prevent Initiation of Tobacco Use Among Young People.

Develop and implement science-based policy-focused strategies identified in the State strategic plan
to prevent youth initiation of tobacco use.

Performance will be measured by accomplishment of the activities described above in item "(a)
Prevent Initiation to Tobacco Use Among Young People." Evidence can be shown by describing:
multi-component community interventions to reduce youth initiation that are science-based and
policy focused such as price increase for tobacco products; educational activities that address the
efficacy of policy initiatives such as restrictions on tobacco advertising, promotion and sponsorships
and retailer licensing regulations; tobacco-free school policies school policies; identification of
disparities related to youth initiation to tobacco use; partnerships with State and local education
organizations to promote CDC "Guidelines for School Health Programs to Prevent Tobacco Use and
Addiction;" Counter-marketing strategies that include media advocacy and paid advertising to
disseminate messages regarding youth access; pro-health messages; State evaluation and data
collection efforts to demonstrate local programs toward policies to reduce youth initiation.

1. Eliminate Exposure to Second Hand Smoke

Develop and implement science-based policy-focused strategies to reduce exposure to second hand
smoke.
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Performance will be measured by accomplishment of the activities described above in item (a)
"Eliminate Exposure to Secondhand Smoke." Evidence can be shown by describing: Local coalition
objectives and evidence-based activities that are linked to a policy change leading to short-term and
long-term outcomes as identified within the State plan; counter-marketing strategies that are
supportive of local policy efforts, including both earned and paid media and the numbers of people
reached through earned and paid media strategies; recommendations made and/or actions taken by
an advisory group or task force composed of diverse State and local representation; a description of
disparities related to exposure to secondhand smoke and strategies to reduce those disparities;
actions taken to expand policy coverage to new communities and/or to strengthen policies in
communities where they are already in place. Evidence can also be shown by a State-specific
database that tracks local clean indoor air ordinances work, where pre-emption exists, voluntary
policies and reporting of the number of policies implemented; State evaluation and data collection
efforts to demonstrate local progress toward policies to eliminate exposure to secondhand smoke.

j. Promote Cessation Among Adults and Youth

Implement science-based policy-focused strategies as defined in the State strategic plan to
promote cessation among adults and youth.

Performance will be measured by accomplishment of the activities described above in item
"(a) Promote Cessation Among Adults and Youth." Evidence can be shown by describing:
Strategies to promote guidelines published in "U.S. DHHS Public Health Services Treating
Tobacco Use and Dependence" and "Community Prevention Services Guidelines for
Tobacco Use;" strategies to reduce identified disparities; counter-marketing strategies that
incorporate earned and paid media to provide information about and motivation for quitting
and reach diverse populations and the number of people reached with paid media; Statewide
activities, as detailed in the State strategic plan, to promote effective methods for quitting
including support for and promotion of policy development and initiatives related to
cessation services; links between the State program and other organizations to support and
promote cessation.

k. Identify and Eliminate Tobacco-related Disparities among Specific Population Groups

Identify and eliminate disparities in specific population groups related to 1) preventing
initiation among young people; 2) eliminating exposure to secondhand smoke; and 3)
promoting cessation among adults and youth.

Performance will be measured by accomplishment of activities in item (a) "Identify and
eliminate tobacco-related disparities among specific population groups." Evidence can be
shown by: Assessing national data sources and research related to at-risk populations;
outlining demographics reflecting Statewide diversity; coordinating available State and
national data with at-risk populations in the State; augmenting State data with qualitative data
(i.e. population assessments of specific population groups); examining the potential
limitations of data used; identifying and developing new quantitative and qualitative-based
methodologies for data collection among specific population groups, developing strategies
and initiatives to build capacity and infrastructure among disparately-affected population
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groups. If States have participated in the Office on Smoking and Health's Disparities Pilot
Training, additional evidence can be shown by demonstrating the implementation of
interventions based on strategic plan to identify and eliminate tobacco-related disparities
developed by a diverse and inclusive workgroup.

1. Information exchange

Develop and implement mechanisms to facilitate information exchange between the State
Tobacco Control Program, the CDC, tobacco control program personnel in other States, and
national partners.

Performance will be measured by accomplishment of the activities described above in item
(a) "Information Exchange."

Evidence can be shown by: Establishing a communication loop with CDC for the exchange
and dissemination of information about program effectiveness, progress toward short and
long-term objectives as defined in the strategic plan; participation on CDC sponsored
workgroups/task forces and the frequency of that participation, number of presentations at
national meetings and conferences, number of publications of data and evaluation outcomes
via "Morbidity and Mortality Weekly Report" (MMWR), peer-reviewed journals or as
reports, number of reports on collaboration with programs and partners in neighboring States;
posting information and resources on the CDC State forum; participation with Association of
State Territorial Health Officers (ASTHO) regional networks and Tobacco Control Resource
council and/or other tobacco-related projects sponsored by ASTHO.

2. CDC Activities

a. Provide ongoing guidance, consultation, technical assistance, and training in tobacco use
prevention and control as described under "Recipient Activities."

b. Provide up-to-date information that includes diffusion of best practices for tobacco use
prevention and control.

c. Provide resources and technical assistance to develop and improve monitoring and
surveillance systems. Provide guidance to States to identify indicators that can be used to
monitor and evaluate State level tobacco control programs.

d. Facilitate adoption of effective practices among grantees and other partners through
workshops, conferences, training sessions, electronic and verbal communications.

e. Identify, develop, and disseminate media campaign materials for use by programs;
facilitate coordination of counter advertising materials between programs; provide technical
assistance on design, development, and evaluation of media.

f. Maintain an electronic center for State information sharing, State Forum, and the
Chronicle, for progress reporting.
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g. Develop and maintain partnerships with Federal and non-Federal organizations to assist in
tobacco control and create a national infrastructure to complement State infrastructure.

h. Serve as a resource to States with regard to identifying and eliminating tobacco-related
disparities among population groups.

1. Maintain a Web site with access to a data warehouse that contains comparable measures of
tobacco use prevention and control from different data sources.

F.1. Content

The program announcement title and number must appear in the application. Use the information in
the Program Requirements, Other Requirements, and Evaluation Criteria sections to develop the
application content. Your application will be evaluated on the criteria listed, so it is important to
follow them in laying out your program plan. The narrative for this component, including the
Executive Summary, should be no more than 45 double-spaced pages, printed on one side, with one-
inch margins, and unreduced 12-point font. The annual action plan may be 20 pages, which will
allow a total of 65 pages for the application (excluding budget and appendices). Appendices should
total no more than 20 pages, excluding letters of support and the budget.

Focus the application content ONLY on the planned "Recipient Activities" for which you seek CDC
funding. However, the Background and Need content should describe accomplishments regardless of
funding source. Include a description of why CDC funding is needed and how these funds will be
used strategically to complement other funding sources.

Provide supporting documentation such as resumes, job descriptions, and descriptions of coalitions
and committees as appropriate. All materials must be suitable for photocopying.

1. Executive Summary

Provide a narrative, not to exceed two pages and summarize: The environment in which tobacco
control has been conducted, including barriers and supportive factors; accomplishments; anticipated
needs; plans to address the Program Goals. Indicate major areas of future program focus.

2. Program Narrative

Provide a narrative, not to exceed 43 pages, describing the burden of tobacco use, accomplishments
to date, and areas of unmet needs. Provide specific reference to the following elements of State
health department tobacco control program.

a. Background and Need

Describe the burden of tobacco use including prevalence rates and the economic costs of tobacco
use. Describe existing policies at the State and local level. Describe progress toward reducing the
burden of tobacco use. Describe major tobacco control activities conducted in the State and how
CDC funds will enhance these programs as well as other chronic disease and health promotion areas.
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Describe, if applicable, the impact of State budget cuts on program priorities and activities that will
not be accomplished.

b. State Health Department Infrastructure and Program Management

Describe current staff. Describe plans to develop a staffing pattern consisting of qualified technical,
program, and administrative staff that are diverse and representative of the State population.
Describe how program staff will have access to opportunities for professional training. Describe how
the staffing pattern will enable sharing of information, resources, and materials with CDC and the
national program. Describe how involvement of senior management and communication with the
State Health Officer will be assured.

3. Organization

Provide an organizational chart showing placement of the tobacco control program within the
organization, indicating accountability and lines of communication.

4. Fiscal Management

Describe plans to fill vacancies to minimize start-up delays, assure out of State travel, and administer
funds to governmental and non-governmental entities at the State and local level. Describe
accomplishments and barriers in providing funding to support State efforts. Describe
accomplishments and barriers in providing funding to support State efforts. Describe
accomplishments and barriers in filling staff vacancies, supporting out-of-State travel, and reducing
start up delays. Describe a plan for maintaining adequate staffing to administer the program should
budget cuts, hiring freezes, etc. occur.

5. Strategic Plan

Provide a copy of the five-year comprehensive strategy that meets the criteria in Recipient Activities
(2) Strategic Planning and describe how the plan was developed based on the process in Recipient
Activities

(2). Demonstrate how the plan links to and compliments the SHD's comprehensive cancer control
plan, the cardiovascular health plan, and other SHD plans to reduce tobacco-related chronic diseases.
If a comprehensive strategic plan does not currently exist, describe how a plan will be developed and
the expected completion date. Describe the process by which the strategic plan will be updated.
Indicate who will be responsible for maintaining the plan.

6. Surveillance and Evaluation

Describe accomplishments. List the tracking systems used and/or needed at the State and local
levels. Describe surveillance and evaluation activities currently being undertaken. Refer to U.S. HHS
CDC "Introduction to Program Evaluation for Comprehensive Tobacco Control Programs,
November 2001." Describe involvement of stakeholders or advisory group in development of
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surveillance and evaluation approach. Describe barriers and identify methods to overcome them.
Describe unmet needs and plans to address them.

7. Collaboration and Partnerships

Describe plans to develop, strengthen and maintain partnerships and coalitions through linkages with
other national, regional, State, and local level governmental, and non-governmental entities. Specify
partner organizations and the purpose of those partnerships. Describe current State coalition
members and plans to recruit new members. Describe plans to identify new partners including
proposed partners and purpose of partnerships. Describe plans to maintain and strengthen
participation by groups identified as experiencing tobacco related health disparities.

Describe plans to collaborate with CDC and other Federal agencies, including participation in
national or regional meetings and workgroups, and using the Internet to communicate and
disseminate information.

Describe how the State's and partners' roles will complement each other as part of the overall effort.
Provide letters of support demonstrating collaborative activities, roles, responsibilities, and/or
commitment of funds or other resources.

Describe communication methods and channels used to inform and solicit information from
stakeholders.

Describe how the stakeholder communication plan was developed. Describe barriers in
communicating with stakeholders. Describe plans to improve communication.

8. Local Grant Programs

Describe existing local grants programs including funded organizations and level of funding, policy-
focused activities, and collaboration with partners, and participation in coalitions. Describe the
rationale for funding local organizations. Describe local environmental scans and how the scans
inform a planning process. Describe progress toward policy goals and objectives. Describe how
personnel access tobacco control information. Describe barriers and methods to address them.
Describe unmet needs and plans to address them. If a local grants program does not currently exist,
describe how such a program will be developed and implemented, including a timeline for
implementation, a description of the grant process and eligible organizations.

9. Training and Technical Assistance

Describe the audiences for whom training and technical assistance is provided. Describe how
training and technical assistance needs will be determined. Describe activities and how they
contribute to advancing the program goals and objectives. Describe barriers and methods used to

overcome them. Identify unmet needs and plans to address them.

10. Prevention Initiation of Tobacco Use Among Youth
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Describe activities at the State and local level, including activities that are science-based and
promote policy interventions. Describe activities to promote tobacco-free policy in schools. Describe
surveillance and evaluation activities. Describe barriers and identify methods to overcome them.
Describe unmet needs and plans to address them.

11. Eliminate Exposure to Secondhand Smoke

Describe activities to move toward policy development at the local level, identify and eliminate
disparities, collect and analyze data, conduct counter-marketing.

Describe activities undertaken by State and local coalitions/task forces and partnerships. Describe
barriers and identify methods to overcome them. Describe unmet needs and plans to address them.

12. Promote Cessation for Adults and Youth

Describe activities and strategies to promote science-based cessation services and policies.
Applicants should refer to the "Community Prevention Services Guidelines for Tobacco Use" and
"U.S. DHHS Public Health Services Treating Tobacco Use and Dependence."

Describe disparities and strategies to reduce them. Describe methods used to promote and encourage
cessation including counter-marketing, policy development, and implementation, and population-
based and systems change strategies. Describe barriers and methods to overcome them. Describe
unmet needs and plans to address them.

13. Identify and Eliminate Tobacco-Related Disparities in Specific Populations

Describe the process for identifying and eliminating tobacco-related disparities. Include a description
of: the national and/or State data sources used; the State population demographics; rationale for
addressing tobacco-related disparities in specific population groups; specific strategies and initiatives
to build capacity and infrastructure among disparately-affected population group. Describe the
process for developing a strategic plan, if one exists, including who was involved and progress in
implementation. Attach a copy of the plan.

14. Information Exchange

Describe how State personnel communicate and exchange information with Federal, regional, State,
and local tobacco control personnel in government and partner organizations. Describe participation
in and collaboration with State and national organizations. Describe participation in local, State,
regional, and national conferences and meetings and the benefits accrued. Describe barriers and
identify methods to overcome them. Describe unmet needs and plans to address them.

15. Annual Action Plan (no more than 20 pages)
Submit an annual action plan detailing how the above requirements will be addressed. Include

objectives with indicators and data sources. When writing long-term, intermediate, short-term, and
annual objectives, use specific, measurable, achievable, relevant, and time-bound (SMART)
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objectives. For each of the four program components in the Annual Action Plan, indicate key
activities. For each activity, include the target group, lead role, timeline, and anticipated output. The
Annual Action Plan: Program Goals form can be used to complete this requirement and will be
provided at the pre-application workshop.

16. Budget and Accompanying Justification (no page limit).

Provide a line-item budget and justification consistent with the stated objectives, planned activities,
and time frame of the project. Identify matching funds. Matching funds may be cash, in-kind or
donated services or a combination of these made directly or through donations from public or private
entities. All costs used to satisfy the matching requirements must be documented by the applicant.

Commit a minimum of 10 percent of award to surveillance and evaluation efforts. Program resources
may be used for consultants; staff, survey design and implementation, data analysis, or other
expenses associated with surveillance and evaluation efforts. These activities may fulfill the match
requirement.

A maximum of five percent of the award may be used to directly support a statewide telephone
cessation counseling service with program justification.

Include travel for a minimum of three staff members or selected representatives to attend each of two
CDC-sponsored training meetings per year, one staff person to attend a media training, a minimum
of two staff people to attend one CDC-sponsored Program Management meeting, a minimum of two
staff people to attend a training on the NTCP Chronicle, and a minimum of two staff people to attend
the CDC-sponsored national tobacco control conference. For purposes of planning, these
meetings/conferences should be budgeted for travel to Atlanta, Boston, and Phoenix.

Meeting # of Staff Location

CDC sponsored training meeting 3 Atlanta, GA

(surveillance and evaluation)

CDC sponsored media training 1 Atlanta, GA

OSH Program managers meeting 2 Atlanta, GA
OSH NCTP Chronicle training 2 Atlanta, GA
CDC sponsored national training 3 Phoenix, AZ
program

CDC sponsored national tobacco 2 Boston, MA

control conference
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States and Territories can request that CDC cover the travel costs of out-of-State trainings and
meetings for one staff person per required meeting or conference. If a State program elects to have
CDC cover travel costs, clearly state that the program is electing this option and provide an
estimated expense for travel. Under this arrangement, the State award will be reduced by the amount
estimated for travel plus an additional administrative cost.

G.1. Evaluation Criteria

Application

Applications received from current grantees that are funded under Program Announcement 99038
will be reviewed utilizing the Technical Review process. Total possible points equal one hundred.
Total points = 100

a. Background and Need (12 points)

The extent to which the applicant describes Background and Need in Application Content, 2a.

b. Annual Action Plan (11 points)

The extent to which the annual action plan is based on the strategic plan and include activities in line
with Recipient Activities and Application Content for tobacco control program.

c. Program Management (7 points)

The extent to which the applicant describes specific Recipient Activities in section l1a-d above and
activities in Application Content, 2b.

d. Strategic Plan (7 points)

The extent to which the applicant has addressed specific Recipient Activities in Section (2); and
Application Content, b 5.

e. Surveillance and Evaluation (7 points)

The extent to which the applicant clearly describes specific Recipient Activities in Section (3); and
Application Content, b 6.

f. Collaboration and Communication with Partners (7 points)

The extent to which the applicant describes specific Recipient Activities in Section (4a); and
Application Content, b 7.

g. Local Grant Programs (7 points)
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The extent to which the applicant describes specific Recipient Activities, Section (5); and
Application Content, b 8.

h. Training and Technical Assistance (7 points)

The extent to which the applicant demonstrates specific Recipient Activities in Section (6); and
Application Content, b 9.

1. Prevent Initiation to Tobacco Use Among Young People (7 points)

The extent to which the applicant describes specific Recipient Activities in Section (7a); and
Application Content, b 10.

j. Eliminate Exposure to Secondhand Smoke (7 points)

The extent to which the applicant describes specific Recipient Activities in Section (8a); and
Application Content, b 11.

k. Promote Cessation Among Adults and Young People (7 points)

The extent to which the applicant describes specific Recipient Activities in Section (9a); and
Application Content, b 12.

1. Identify and Eliminate Tobacco-Related Disparities Among Specific Population Groups (7 points)

The extent to which the applicant describes specific Recipient Activities in Section (10a); and
Application Content, b 13.

m. Information Exchange (7 points)

The extent to which the applicant describes specific Recipient Activities in Section (11) and
Application Content, b 14.

n. Executive Summary (not scored)
The extent to which an overview of the program is provided in a clear and concise manner.

Component 2: State Nutrition and Physical Activity Programs to Prevent Obesity and Other
Chronic Diseases

D.2. Availability of Funds

Approximately $7,000,000 is available in FY 2003 to fund approximately 16 State program awards
for this component. Approximately $2,000,000 is available to fund one to two Basic Implementation
Programs; approximately $5,000,000 is available to fund twelve to fourteen Capacity Building
Programs. The average Capacity Building Program award will be $400,000 ranging from $350,000
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to $450,000. The average Basic Implementation Program award will be $700,000 in year one
ranging from $600,000 to $800,000.

Use of Funds

Funds awarded under this component of this program announcement may not be used to supplant
existing State or local funds. Cooperative agreement funds may be used to support personnel and to
purchase equipment, supplies, and services directly related to program activities and consistent with
the scope of the cooperative agreement. Cooperative agreement funds cannot be used to provide
patient care, health screening, personal health services, medications, patient rehabilitation, or other
costs associated with the treatment of obesity and chronic diseases. Population-based behavioral
interventions are acceptable.

Recipient Financial Participation

Recipient financial participation (matching funds) is required for only Basic Implementation
programs in accordance with this Program Announcement. If applying for Basic Implementation
programs, matching funds are required from non-Federal sources in an amount not less than one
dollar for each four dollars. The matching funds may be cash or its equivalent in-kind or donated
services, fairly evaluated. The contribution may be made directly or through donations from public
or private entities.

Matching funds may not be met through: (1) the payment of treatment services or the donation of
treatment, or direct patient education services; (2) services assisted or subsidized by the Federal
Government; or (3) the indirect or overhead of an organization. Matching funds must be consistent
with the work plan activities that are submitted and approved.

E.2. Program Requirements

In conducting activities to achieve the purpose of this program, the recipient will be responsible for
the activities under 1.a. (Recipient Activities for Capacity Building Program) or 1.b. (Recipient
Activities for Basic Implementation Programs) and CDC will be responsible for the activities listed
under 2. (CDC Activities).

The focus of this program component is implementation of nutrition and physical activity strategies
for health promotion for the entire population and for the prevention and control of obesity. Major
program areas are: obesity prevention and control including balancing caloric intake and
expenditure; improved nutrition including increased breastfeeding and increased consumption of
fruits and vegetables, increased physical activity; and reduced television time. For all capacity
building and basic implementation program recipient activities, efforts to address poor nutrition and
physical inactivity should be coordinated with State Health Agency programs in cardiovascular
health, cancer, diabetes, oral health, maternal and child health (including breastfeeding), arthritis,
and WISEWOMAN, as well as with the State Agriculture Agency, and coordinated school health
programs in the State Education Agency (see http://www.cdc.gov/nccdphp/dash/cshpdef.htm for a
description of a coordinated school health program), and other relevant State Agencies.
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1.a. Recipient Activities for Capacity Building Programs

NOTE: As part of this program component, detailed descriptions of the program and additional
information related to Capacity Building and Basic Implementation programs are located in
"Technical Assistance Manual for State Nutrition and Physical Activity Programs to Prevent Obesity
and Other Chronic Diseases" at

http://www.cdc.gov/nccdphp/dnpa/rfainformation.htm.

The referenced Web site information will assist you in addressing the details of the recipient
activities when completing your application.

(1) Develop a Coordinated Nutrition and Physical Activity Program Infrastructure.

Provide indicators of sound program infrastructure including program staff placed high in the
organization to coordinate the program with other related programs, high level administrative
commitment to sustain the program, access to resources such as physical space, funding, and
training, access to scientific resources such as subject matter specialists and surveillance resources,
and broad partnerships to institutionalize nutrition and physical activity. Examples of coordination
include shared positions; joint planning, and combined strategy development and implementation.
Organizational location of the program is recommended to be in the agency's chronic disease or
health promotion section so that this program is aligned with chronic disease programs, such as
cardiovascular health and diabetes, to allow for maximum collaboration. (See referenced Web site
above).

(a) Staffing

Identify, hire, or reassign, and supervise at least three dedicated full-time staff with appropriate
competencies to plan and implement the program (major program areas: Obesity prevention and
control including caloric intake and expenditure, improved nutrition including increased
breastfeeding and increased consumption of fruits and vegetables, increased physical activity, and
reduced television time). Staff includes a full-time high-level program coordinator to coordinate the
crosscutting nutrition and physical activity functions for health department programs and other
partners, a full-time physical activity coordinator, and a full-time nutrition coordinator. Staffing
patterns are encouraged to include program skills and expertise necessary to carry out the program.
Part of staff capacity building must be in 5 A Day fruit and vegetable promotion efforts.

(b) Training

Participation in training, conferences, and frequent communication with national and State
collaborators including other funded States.

(2) Collaborate and coordinate with State and local government and private partners, including
members of the population throughout the planning process. (See referenced Web site above).
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(a) Develop new linkages and maintain collaborations with State and local partners to coordinate
nutrition and physical activity efforts, especially State Health Agency programs in cardiovascular
health, cancer, diabetes, oral health, maternal and child health (including breastfeeding), arthritis,
and WISEWOMAN, as well as the State Agriculture Agency, coordinated school health in the State
Education Agency, and other relevant State Agencies. State programs should serve as a training and
technical assistance resource for local health departments and others to conduct nutrition, physical
activity, and obesity prevention interventions.

(b) Collaborate with Prevention Research Centers, academic partners, and other relevant
organizations in the State.

(3) Conduct a planning process that leads to a comprehensive nutrition and physical activity plan to
prevent and control obesity and other chronic diseases, and start to implement the plan. (See
referenced Web site above.)

(a) Describe the obesity epidemic and other chronic diseases in the State related to poor nutrition and
physical inactivity.

(b) Describe the nutrition and physical activity risk factors associated with obesity and other chronic
diseases.

(c) Describe the population subgroups affected by obesity that will be targeted for interventions.

(d) Conduct inventories of strategies and programs currently used in the State to prevent or control
obesity and other chronic diseases in one or more settings, such as worksite, faith-based
organizations, health care services, or communities.

(e) Establish priorities with and for the subgroups; identify the behaviors and influences of the
population subgroups which are priorities for intervention.

(f) Use the social-ecological theoretical model to guide State planning to address obesity and other
chronic diseases in these populations; select and implement interventions from the list of proven
strategies at

http://www.cdc.gov/nccdphp/dnpa/rfainformation.htm so that multiple levels of influence in the
social-ecological model are addressed. Consider using a social marketing approach in the
intervention.

(g) With key stakeholders, write the comprehensive State plan for nutrition and physical activity for
the State, not just for the State Department of Public Health. One reference document to consider
when developing the plan is the "Guidelines for Comprehensive Programs to Promote Healthy
Eating and Physical Activity" at http://www.astphnd.org. Documents guiding coordinated school
health programs are at http://www.cdc.gov/nccdphp/dash/.

Design the plan to address nutrition and physical activity needs of the population including the
pediatric population. The State plan should address at a minimum the following major program
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areas: Obesity prevention and control including caloric intake and expenditure, improved nutrition
including increased breastfeeding and increased consumption of fruits and vegetables, increased
physical activity, and reduced television time.

Include descriptions of how the State Health Department will work with the State Education Agency
to address nutrition and physical activity needs of the population through school programs.

(h) Begin to implement components of the comprehensive State plan for nutrition and physical
activity by year two.

(4) Identify and assess data sources to define and monitor the burden of obesity.

Strengthen capacity to assess the burden of obesity and the impact of the program to change
overweight and obesity related behaviors, particularly nutrition and physical activity. Data systems
should monitor trends, disseminate data/information, and support evaluation efforts. Monitor at
minimum, body mass index (BMI), BMI-for-age, and dietary and physical activity behaviors. Data
sources may include established surveillance systems (e.g., the Behavioral Risk Factor Surveillance
System [BRFSS], Pediatric Nutrition Surveillance System, Pregnancy Nutrition Surveillance
System, and Youth Risk Behavior Surveillance System) or alternative sources. Include a review
process of considering potential changes needed in current surveillance systems and designate who
is responsible for implementing and maintaining the surveillance system. (See referenced Web site
above.)

CDC will work with States to develop standard measures/indicators, and States will need to adopt
these standardized measures. States are encouraged to retain flexible systems that can be modified as
needed.

(5) Implement and evaluate an intervention to prevent obesity and other chronic diseases. (Complete
between years two to five.)

Address one or more of the major program areas from the State plan in the intervention: Obesity
prevention and control including caloric intake and expenditure, improved nutrition including
increased breastfeeding and increased fruit and vegetable consumption, increased physical activity,
and reduced television time. Provide a balance between nutrition and physical activity related
interventions. Consider using a social marketing approach in the intervention. Specify clear,
measurable process and impact objectives, and outcome objectives where feasible. Programs are
encouraged to approach change at the State, community (towns, cities, counties, or regions),
organizational (e.g., worksites), and group level (e.g., families). (See referenced Web site above.)

(6) Evaluate progress and impact of the State plan and intervention projects.

Develop an evaluation plan that includes baseline data and intermediate outcomes for the State plan's
objectives. CDC has developed a plan for evaluating the State Nutrition and Physical Activity
Programs to Prevent Obesity and Other Chronic Diseases based on a logic model framework. State
evaluation plans should include issues addressed in the national evaluation plan as well as specific
State program components.
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1.b. Recipient Activities for Basic Implementation Programs.

Basic Implementation programs will expand their efforts to fully implement the State plan by
enhancing surveillance activities, implementing Statewide interventions, funding communities to
implement interventions, rigorously evaluating a new or existing intervention, and enhancing
partnership efforts particularly with coordinated school health programs in the State Education
Agency and with secondary prevention partners. In addition to providing evidence of and enhancing
the Recipient Activities for Capacity Building Programs, Activities 1-6, Basic Implementation
programs will address the follow activities.

(1) Expand the existing coordinated nutrition and physical activity program infrastructure.

(Year One) Expand staffing beyond the capacity building program to fully implement the State plan.
Support and expand the program infrastructure at the local/regional level throughout the State.

(2) Implement the State comprehensive plan for nutrition and physical activity and review and
update the plan periodically. Develop and provide mini-grants and other assistance to support
communities to adopt effective interventions. (Years One-Five)

Assure that there is a continuing focus on strategic planning to reach objectives agreed upon within
the State and to respond to new challenges and events. Review the written State plan annually.
Adopt and diffuse effective interventions statewide or in communities and populations based on the
State plan. Select and implement interventions from proven strategies so that multiple levels of
influence in the social-ecological model are addressed, as guided by the State plan. Interventions can
target the full State or local populations. Implement the "Community Guide to Preventive Services"
physical activity recommended interventions in more depth or in more communities. Build
community capacity to carry out and sustain an effective nutrition program. Provide intervention
mini-grants to communities. Basic implementation programs located in States with CDC-funded
coordinated school health programs must include a school-based intervention, working closely with
the State Education Agency.

(3) Expand partnerships with State Health Department units, the State Education Agency, other State
agencies, local communities, and private partners to maximize impacts of the basic implementation
program. (Years One-Five)

Leverage resources for nutrition and physical activity working with the health department director,
other health department units, the State Education Agency, other State agencies that share mutual
goals, and other partners including local health partners and community groups. Identify
environmental and policy issues; promote optimal standards and practices for nutrition and physical
activity programs; and increase capacity through shared resources and expertise.

(4) Develop a new or apply an existing intervention and evaluate its effectiveness to prevent or
control obesity and other chronic diseases every five years. Provide a balance between nutrition and
physical activity interventions. Basic implementation programs should design the intervention
project to detect realistic changes in post-intervention outcome measures when compared with pre-
intervention measures. Sample sizes should provide adequate power to detect these changes. Specify
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clear, measurable evaluation objectives using process, impact, and outcome objectives. Intervention
protocol development, project evaluation, and the preparation of publications and presentation of
findings should be done in collaboration with community partners, Prevention Research Centers,
university affiliates, relevant experts, and CDC, as appropriate.

(5) Collaborate with partners on secondary prevention strategies. (Years One-Five)

Describe activities supporting secondary prevention related to obesity. Integrate secondary
prevention strategies and activities into the State plan, partnerships, policy and environmental
changes, and training for health professionals to ensure that recognized national guidelines are
followed. (See http://www.cdc.gov/ncedphp/dnpa/rfainformation.htm for additional information
regarding this activity.)

(6) Develop resources and training materials to help other State and local projects adopt successful
programs.

(Years Four-Five)

Develop one or more training reports on at least one component of a program that works and train
staff from other State or local programs. Assist in the dissemination and training of other State and
local partners regarding the report findings. (See
http://www.cdc.gov/nccdphp/dnpa/rfainformation.htm for additional information regarding this
activity.)

(7) Identify, assess, or develop data sources to further define and monitor the burden of obesity.
See previous description of this activity under Capacity Building Recipient Activity 4.

(8) Evaluate progress and impact of the State plan and intervention projects.

See previous description of this activity under Capacity Building Recipient Activity 6.

2. CDC Activities

a. Convene workshop and/or teleconferences of recipient programs for information sharing and
problem-solving.

b. Provide ongoing guidance, consultation, and technical assistance to plan, implement, and evaluate
all aspects of nutrition and physical activity program activities. Activities include coordinating
national surveillance activities, monitoring data quality of national surveillance systems, assisting
with analyses and interpretation of findings from qualitative and quantitative research; assisting in
the social marketing process, guiding program evaluation, and sharing community, environmental
and policy strategies to promote physical activity and healthy eating. Disseminate to recipients
relevant state-of-the-art research findings and public health recommendations related to obesity and
other chronic disease prevention and control through nutrition and physical activity interventions.
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c. On a consultant basis, assist in the development and review of the intervention protocols and
program evaluation methods.

d. Coordinate national level partnerships with relevant organizations and agencies involved in the
promotion of physical activity and nutrition for the prevention and control of obesity and other
chronic diseases.

NOTE: Special Guidelines for Technical Assistance Telephone Conference Call

Technical assistance will be available for potential applicants on one conference call. Potential
applicants are requested to call in using only one telephone line. The call will be on February 3, 2003
from 2:00 p.m. to 3:30 p.m. EST. This conference can be accessed by calling 1-800-713-1971
[Federal call (404) 639-4100] and entering access code 996903.

The purpose of the telephone conference call is to help potential applicants:

- Understand the scope and intent of the Program Announcement for State Nutrition and Physical
Activity Programs to Prevent Obesity and Other Chronic Diseases;

- Understand the role of nutrition and physical activity population-based approaches, such as policy-
level change and environmental support, in preventing and reducing obesity and other chronic
diseases;

- Be familiar with the CDC funding policies and application and review procedures.
F.2. Content

Use the information in the Program Requirements, Other Requirements, and Evaluation Criteria
sections to develop the application content. The application will be evaluated based on the
evaluation criteria listed, so it is important to follow them when writing the program plan. The
narrative for this component, not including budget justification, should be no more than 30 double-
spaced pages for Capacity Building program applications or 40 double-spaced pages for Basic
Implementation program applications, printed on one side, with one-inch margins and 12-point font.
Applicants may also submit appendices that include State nutrition and physical activity plan,
resumes, job descriptions, organizational chart, facilities, and other supporting documentation not to
exceed 100 total pages. Letters of support should include the specific roles and responsibilities of the
collaborator/partner to the State plan or intervention. All materials must be suitable for photocopying
(i.e., no audiovisual materials, posters, tapes, etc.).

1. Background and Recent History

Provide information on the background and recent history of your State health agency's capacity for
the prevention and control of obesity and other chronic diseases through nutrition and physical
activity. Describe how the State has built nutrition and physical activity capacity with CDC funds or
other funding and complete the following table describing the current nutrition and physical staff,
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including their education. Describe the kinds of staffing contract services/options if used to augment

agency staffing.
Program Dollar level and FTE for nutrition FTE for physical Type of staffing Number of nutrition
source dedicated to the activity dedicated to contract and physical
program, include the program, services/options

credentials

include credentials

used for nutrition or
physical activity

activity graduate
students

Nutrition/Physical
Activity/Obesity
(CDC funded)

Nutrition/Physical
Activity/Obesity
(non-CDC
funded, not
including WIC),
please specify

Other:

Other:

Describe how the State has fulfilled the capacity building recipient activities to date, including
developing a comprehensive State nutrition and physical activity plan to prevent obesity and other
chronic diseases, descriptions of the development, implementation, and evaluation of nutrition and
physical activity interventions relevant to obesity and other chronic diseases, prevention activities,
and what programs and partners were involved. If applying as a basic implementation program,
include an appendix responding to the evaluation questions in Attachment 10 located at

http://www.cdc.gov/nccdphp/dnpa/rfainformation.htm.
2. Management Plan

a. Describe the management structure for the nutrition and physical activity program to prevent
obesity and other chronic diseases. Describe plans with dates for hiring key staff. Include brief
resumes of designated staff, the percentage of time they allocate to other health department
programs, and job descriptions of existing and proposed staff.

b. Identify organizational placement of the program. Submit an organizational chart identifying
relationships between programs such as cardiovascular disease, diabetes, cancer, health education
and promotion. Identify clear and direct lines of authority, supervisory and fiscal controls, and the
extent which the existing and proposed staff and organizational structure and systems demonstrate
sufficient capacity and capability to efficiently and effectively conduct the proposed activities.

c. Identify staffing and contracting barriers for the State health agency in the last year. Describe how
work plans addressing nutrition, physical activity or obesity changed or were delayed because of the
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barriers. Also, identify strategies to carry out the proposed work plan considering current barriers. In
particular, describe how the program will change if vacancies or hiring freezes occur.

3. Program Past Performance

Provide documentation to support your previous accomplishments that addressed the prevention and
control of obesity and other chronic diseases through nutrition and physical activity. Include the
following:

a. Evidence of State or community nutrition and physical activity policies, environmental supports,
and/or legislative actions that are planned, initiated or modified for the prevention or control of
obesity and other chronic diseases.

b. Evidence that communities have implemented a nutrition and physical activity plan for the
prevention and control of obesity and other chronic diseases.

c. Evidence that an intervention for nutrition and physical activity was implemented and evaluated.

If applying for Basic Implementation funds, submit the State nutrition and physical activity plan for
the prevention and control of obesity and other chronic diseases as well as any intervention protocols
and outcomes in the appendix. Capacity Building applicants submit if available.

4. Burden (please limit to no more than three pages)

Provide information such as estimated prevalence of obesity and overweight and other chronic
disease, its geographic and demographic distribution within the State using existing epidemiological
data. Cite the source for and time period covered by these data. Describe high-risk populations, at a
minimum by racial/ethnic, gender, age, and socioeconomic factors. If available, describe profiles of
potential or already selected populations regarding their knowledge, attitudes, beliefs, health
practices, and consumer patterns and habits relative to nutrition and physical activity aspects of
obesity and other chronic diseases.

5. Program Work Plan - Provide a work plan that includes the following information:

a. Key Goal(s) and Objectives

Five-year project period impact objectives and one-year budget period process objectives that are
specific, measurable, achievable, relevant, and time-framed to help achieve the goal(s) of the
program as outlined in the "Recipient Activities" of this program component. If applying as a Basic
Implementation program, attach the State's program logic model and evaluation plan. Capacity
Building applicants submit if available.

b. Program Work Plan Methods

Provide a detailed description of the State's plan for conducting all program activities as outlined in
the "Recipient Activities" of this program announcement, including methods for achieving each of
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the proposed objectives, time-lines for all activities, responsible parties, and methods for monitoring
progress. Describe the mechanism to regularly review, evaluate, and update the State plan to meet
evolving needs.

Chronic disease prevention programs, by their nature, must be integrated and well coordinated due to
common risk factors. Resources are scarce; it is essential that efforts not be duplicated. Explain how
the State will avoid duplication (but enhance coordination and integration) with other CDC-funded
programs that address nutrition and physical activity. Basic Implementation funded nutrition,
physical activity, and obesity programs will be the primary location for the leadership and delivery
of population-based health promotion rather than those responsibilities falling to CVD, Diabetes or
other chronic disease specific programs. If a comprehensive State nutrition and physical activity plan
already exists, describe how the process used to develop the plan included and integrated the
activities of other chronic disease programs. Include the plan in the appendix.

6. Budget and Justification

Provide a detailed budget and line-item justification that is consistent with the stated objectives,
purpose, and planned activities of the project. Distinguish budget lines that are related to planning
activities versus those that are related to data collection and intervention activities. Applicants are
asked to include budget items for travel for two trips, one trip to Atlanta, Georgia for three staff to
attend a three-day training and technical assistance workshop and another trip for three staff to the
annual national conference on chronic disease prevention and control. If in-kind contributions are
being provided by the applicant, these should be documented.

G.2. Evaluation Criteria (100 points)

Each set of the evaluation criteria is scored using a 100-point system. Evaluation criteria 1 through 5
are applicable for both programs. Specific Program Work Plan criteria are provided for each funding
level. Applications will be evaluated individually against the following criteria by an independent
review group appointed by CDC.

1. Program Work Plan (Total 50 points)

The extent to which the applicant addresses the items in Recipient Activities in E.2. and the
Application Content in F.2. item 5.

Point distribution for Capacity Building programs goals, objectives, and work plan methods by
recipient activities:

Develop a coordinated nutrition and physical activity program infrastructure. (10 points)

Conduct a planning process that leads to a comprehensive nutrition and physical activity plan to
prevent and control obesity and other chronic diseases and start to implement the plan. (10 points)

Evaluate progress and impact of the State plan and intervention projects. (10 points)
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Implement and evaluate an intervention to prevent obesity and other chronic diseases. (10 points)

Collaborate and coordinate with State and local government and private partners, including members
of the population throughout the planning process. (5 points)

Identify and assess data sources to define and monitor the burden of obesity. (5 points)
2. Background and Recent History (15 points)

The extent to which the applicant addresses the items in Recipient Activities in E.2. and Application
Content in F.2. item 1.

3. Management Plan (15 points)

The extent to which the applicant addresses the items in Recipient Activities in E.2. and the
Application Content in F.2. item 2.

4. Program Past Performance (15 points)

The extent to which the applicant addresses the items in Recipient Activities in E.2. and the
Application Content in F.2. item 3.

5. Burden (5 points)

The extent to which the applicant addresses the items in Recipient Activities in E.2. and the
Application Content in F.2. item 4.

6. Point distribution for Basic Implementation programs goals, objectives, and work plan methods by
recipient activities:

a. Develop a new or apply an existing intervention and evaluate it to prevent obesity and other
chronic diseases. (10 points)

Implement the State comprehensive plan for nutrition and physical activity and review and update
the plan periodically. Develop mini-grants and other mechanisms to support communities to adopt
effective interventions. (10 points)

Evaluate progress and impact of the State plan and intervention projects. (10 points)

d. Identify, assess, or develop data sources to further define and monitor the burden of obesity. (6
points)

e. Expand the existing coordinated nutrition and physical activity program infrastructure. (5 points)
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f. Expand partnerships with State Health Department units, the State Education Agency, other State
agencies, local communities, and private partners to maximize impacts of the comprehensive
program (3 points)

g. Collaborate with partners on secondary prevention strategies. (3 points)

h. Develop resources and training materials to help other State and local projects to adopt successful
programs. (3 points)

6. Budget and Justification (Not weighted)

The extent to which the line item budget justification is reasonable and consistent with the purpose
and program goal(s) and objectives of the cooperative agreement. (Both programs)

7. Human Subjects (Not Weighted)

Does the application adequately address the requirements of Title 45 CFR Part 46 for the protection
of human subjects? (Both programs)

The degree to which the applicant has met the CDC Policy requirements regarding the inclusion of
women, ethnic, and racial groups in any proposed research. This includes:

a. The proposed plan for the inclusion of both sexes and racial and ethnic minority populations for
appropriate representation.

b. The proposed justification when representation is limited or absent.

c. A statement as to whether the design of the study is adequate to measure differences when
warranted.

d. A statement as to whether the plans for recruitment and outreach for study participants include the
process of establishing partnerships with community (ies) and recognition of mutual benefits.

Program Performance Measures

See Appendix C for the framework that will be used for measuring performance of the State
Programs. Capacity Building Performance Measures for transitioning to basic implementation
programs should include evidence that the applicant has significant capacity as specified in the
Capacity Building Program Recipient Activities 1-6 and the program evaluation plan (See
Attachment 10 located at http://www.cdc.gov/nccdphp/dnpa/rfainformation.htm) covering the
following measurement areas:

Evidence of States conducting strategic planning activities to develop a comprehensive State
nutrition and physical activity plan to prevent and control obesity and other chronic diseases.
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Evidence that a quality comprehensive State nutrition and physical activity plan to prevent and
control of obesity and other chronic diseases promotes coordination of activities across all relevant
State and community programs in which relevant partners are identified in substantive roles.

Evidence of at least one community that implemented a nutrition and physical activity plan for the
prevention and control of obesity and other chronic diseases.

Evidence of outcomes/impacts of at least one intervention evaluating nutrition and physical activity
strategies to prevent or control obesity and other chronic diseases.

Evidence of State or community nutrition and physical activity policies, environmental supports,
and/or legislative actions that were initiated, modified, or planned for the prevention or control of
obesity and other chronic diseases.
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Component 3 - Well-Integrated Screening and Evaluation for Women Across the Nation
(WISEWOMAN)

D.3. Availability of Funds

Approximately $9,200,000 is available to fund approximately 12 awards for grantees currently
funded under program announcements 99135, 00115, and 01098. These grantees are only eligible for
the second funding level (See Appendix A). To determine eligibility for first or second funding level
see Appendices A and B which is found at the bottom of this document and at the CDC Web site
address at http://www.cdc.gov/od/pgo/funding/grantmain.htm. Scroll down the Web page to
"Chronic Disease Prevention/Health Promotion Heading." Click on Program Announcement
Number 03022. The attachments will be located at the bottom of the program announcement. The
project period is five years. The average award for Standard Demonstration Projects will be
approximately $500,000. Projects that screen substantially more women than 2,500 per year and
exceed the performance expectations may qualify for higher awards. Information on performance
expectations are found in Appendix B which is found at the bottom of this document and at the CDC
Web site address http://www.cdc.gov/od/pgo/funding/grantmain.htm. Scroll down the Web page to
"Chronic Disease Prevention/Health Promotion Heading." Click on Program Announcement
Number 03022. The attachments will be located at the bottom of the program announcement. The
average award for Enhanced Projects will be approximately $1,000,000.

In addition, approximately $750,000 is available in FY 2003 to fund up to three WISEWOMAN
Projects at the first funding level. Requests for these funds will be competitive. The project period is
five years. In the first year, Standard Demonstration Project funding will range from $50,000 to
$250,000. If all performance measures (see Appendix B) are completed at the first funding level,
applicants may apply for the second funding level through their continuation applications.

Use of Funds

60/40 Requirements: Not less than 60 percent of cooperative agreement funds must be spent for
screening, tracking, follow-up, lifestyle intervention, health education, and the provision of
appropriate individually provided support services. Cooperative agreement funds supporting public
education and outreach, professional education, quality assurance and improvement, surveillance
and program evaluation, partnerships, and management may not exceed 40 percent of the approved
budget [WISEWOMAN follows the same legislative requirements as the NBCCEDP, Section 1503
(a) (1) and (4) of the PHS Act, as amended; see

http://www.cdc.gov/wisewoman/legislationhighlight.htm

for more information on legislation]. Further information about the 60/40 distribution is provided in
the WISEWOMAN Guidance Document: Interpretation of Legislative Language and Existing
Documents. This can be accessed through the Internet at http://www.cdc.gov/wisewoman or by
contacting the program technical assistant contact listed in Section "J. Where to Obtain Additional
Information."
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a. Inpatient Hospital Services: Cooperative agreement funds must not be spent to provide inpatient
hospital or treatment services [Section 1504 g. of the PHS Act, as amended].

b. Administrative Expense:

Not more than 10 percent of the total funds awarded may be spent annually for administrative
expenses. These administrative expenses are in lieu of and replace indirect costs [Section 1504 (f) of
the PHS Act, as amended]. Administrative expenses comprise a portion of the 40 percent component
of the budget.

c. Limit of Use of Funds for Case Management

Use of Federal funds for case management of women without alert values is strongly discouraged.
This policy and the definition of alert values are found on the WISEWOMAN Web site Guidance

Document at

http://www.cdc.gov/wisewoman.

Recipient Financial Participation - Matching Requirement

a. Recipient financial participation is required for this program in accordance with the authorizing
legislation. Section 1502 (a) and (b) (1), (2), and (3) or the PHS Act, as amended, requires matching
funds from non sources in an amount not less than one dollar for every three dollars of Federal funds
awarded under this program. However, Title 48 of the U.S. Code 1469a (d) requires DHHS to waive
matching fund requirements for Guam, U.S. Virgin Islands, American Samoa and the
Commonwealth of the Northern Mariana Islands up to $200,000.

b. Matching funds may be cash, in-kind, or donated services, or equipment. Contributions may be
made directly or through donations from public or private entities. Public Law 93-638 authorizes
tribal organizations contracting under the authority of Title 1 to use funds received under the Indian
Self-Determination Act as matching funds.

c. All costs used to satisfy the matching requirements must be documented by the applicant and will
be subject to audit. Specific rules and regulations governing the matching fund requirement are
included in the PHS Grants Policy Statement, Section 6. Matching funds are not subject to the 60/40
requirements described above under "Use of Funds." For further information about the matching
fund requirement, see the WISEWOMAN Guidance Document.

Direct Assistance

No direct assistance funds will be awarded in lieu of financial assistance to successful
WISEWOMAN component recipients.

E.3. Program Requirements
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In conducting activities to achieve the purpose of this program, the recipient will be responsible for
the activities under "1. Recipient Activities," and CDC will be responsible for the activities listed
under "2. CDC Activities."

Standard Project

Standard Demonstration Project (available for new applicants in FY 2003 and FY 2004, not
available for new applicants in FY 2005 or later)

The major goal of a Standard Demonstration Project is to demonstrate the effectiveness of
operational approaches to conducting the following activities for women aged 40-64 who
participated in the NBCCEDP: Outreach, screenings for blood pressure, cholesterol, smoking, and
other conditions (when appropriate); referral; lifestyle intervention (to include promotion of heart-
healthy diet, increased physical activity, and tobacco cessation); tracking and follow-up; evaluation;
professional and public education; and community engagement.

Enhanced Project

One major goal of an Enhanced Project is to use scientifically rigorous methods to test the
effectiveness and cost-effectiveness of a behavioral or lifestyle intervention that is grounded in the
social and cultural context of the target population and aimed at preventing cardiovascular disease.
The other major goal is to translate and transfer successful interventions and program strategies to
other programs that serve financially disadvantaged women. Some important resources for
understanding the scope of these translation and transfer activities can be found at

http://www.replication.org/infores.html and http://www.replication.org/pdf/tool.pdf.

1. Recipient Activities for Standard Demonstration Projects and Enhanced Projects:

a. Develop a preventive health services program or a preventive health services research
study/studies to include cardiovascular disease risk factor screening with mandatory cholesterol and
blood pressure measurements built upon an extremely strong State, Territorial, or Tribal Breast and
Cervical Cancer Early Detection Program with evidence provided of the strength of the BCCEDP
Program.

b. Staff with at least two professional staff members to work full-time on WISEWOMAN (one of
whom should be a full-time program coordinator and the other should have experience in nutrition,
physical activity, or health education), or a plan for hiring such staff members. If staff must be hired,
describe the staff that will manage the program until the hiring is completed. Describe the
WISEWOMAN evaluation team and provide information on their experience and academic degrees.

c. Work with health care systems that can effectively deliver WISEWOMAN services and that target
the population in need of these services. This can best be accomplished by working with a health
care system in which the State, Territory, or Tribal BCCEDP has previously been effective and that
has successfully engaged the community to provide additional services/support to the population in
need.
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d. Establish a cardiovascular disease prevention program as the primary focus, with culturally
appropriate interventions addressing multiple risk factors that must include physical inactivity, poor
nutrition (high intake of saturated fat and low intake of fruit and vegetables), and tobacco use. Other
cardiovascular risk factors may be addressed such as overweight or obesity, and pre-diabetes or
undiagnosed diabetes.

Recipients may develop other preventive services to be delivered, such as intervention services
aimed at prevention or relief of the following: Osteoporosis, arthritis, influenza or other diseases for
which vaccines are readily available, or other significant conditions/diseases which affect large
numbers of older women.

e. States, Territories, and Tribal Agencies should implement screening, referral, and follow-up
according to the recommendations of the National Cholesterol Education Program (NCEP) of the
National Heart, Lung, and Blood Institute for cholesterol screening using the Adult Treatment Panel
IIT (ATP-IIT) and the recommendations set forth for hypertension according to the 6th Joint National
Report on the Detection, Evaluation and Treatment of High Blood Pressure published by the
National Institutes of Health, National Heart, Lung, and Blood Institute. The guidelines can be
obtained electronically at

http://www.nhlbi.nih.gov/guidelines/index.htm. National guidelines for addressing other risk factors
can be found at http://www.cdc.gov/wisewoman.

Laboratories must be accredited under the Clinical Laboratory Improvement Amendments of 1988
(CLIA) and meet all applicable Federal and State quality assurance standards in the provision of any
test performed. However, if a new, improved, or superior screening procedure becomes widely
available and is recommended for use, this superior procedures will be utilized in the program.
[Section 1503(b) of the PHS Act, as amended. ]

f. Recipients should design culturally appropriate lifestyle interventions aimed at lowering blood
pressure or cholesterol, improving physical activity or nutrition, or achieving smoking cessation in a
similar target population. A New Leaf Choices for Health Living is an example of an intervention
that has been effective in improving nutrition (see
http://www.hpdp.unc.edu/wisewoman/newleaf . htm).

Alternatively, the intervention can be newly designed if it incorporates sound theoretical principles
of behavioral change such as use of the socio-ecologic model to intervene at multiple levels,
individual tailoring, self-efficacy, self-monitoring and reinforcement, readiness for change, small
achievable steps, social support, collaborative goal setting, and strategies to overcome barriers (see
monograph entitled Integrating Cardiovascular Disease Prevention into Existing Health Services:
The Experience of the North Carolina WISEWOMAN Program at
http://www.hpdp.unc.edu/wisewoman/manual.htm. If applying as a Standard Best Practices project
(available in FY 2005 and later), interventions should be designed following WISEWOMAN
recommended best practices (available in FY 2005).

Recipients should propose methods aimed at sustaining behavioral change. Maintaining behavioral
change should involve strategies to provide the participant with ongoing contact such as with health
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facility staff or community health workers (either in person or by mail) and to educate regarding
relapse prevention. The use of computer-tailored education can be especially useful (to view
recommendations detailed in the monograph entitled Integrating Cardiovascular Disease Prevention
into Existing Health Services: The Experience on the North Carolina WISEWOMAN Program see

http://www.hpdp.unc.edu/wisewoman/manual.htm.

Environmental supports aimed at sustaining behavioral change such as increased walking, healthier
food choices, and smoking cessation should also be considered. These might include activities such
as improving the safety of neighborhoods, advocating for walking groups at shopping malls,
improving the quality of foods in local grocery stores and changing community norms around
tobacco. Although WISEWOMAN applicants may not be able to completely fund these
environmental strategies due to restrictions on the use of funds (see 60/40 Requirement in under
"Use of Funds"), they may be able to establish strong partnerships with other CDC programs in their
health department or agency that use community environmental and/or policy approaches (e.g.,
Nutrition/Physical Activity/Obesity, Tobacco Control, Diabetes, and Cardiovascular Health).

h. Recipients should propose methods aimed at sustaining the program in future years. Methods
include using the principles of community engagement (for more information, see CDC's monograph
entitled "Principles of Community Engagement" at

http://www.cdc.gov/phppo/pce/index.htm. Emphasis should be placed on developing traditional and
non-traditional partnerships in the community through partnering with other CDC funded programs.

1. Plan or conduct evaluation strategies to include reporting of suggested minimum data elements and
cost information (see WISEWOMAN Guidance Document at http://www.cdc.gov/wisewoman for a
list of the suggested minimum data elements). Other evaluations are strongly encouraged and might
include measures of program feasibility and acceptability, mapping neighborhood assets to
determine resources before and after program implementation, increases in partnerships as a result of
the program, improvements in medical care, the usefulness of community health workers in the
program, increases in knowledge of providers, improvements in participant's self-efficacy, and so
forth;

j. Formalize plans for Recipient Activities (a) to (i) through development of program protocols or
conduct program operations according to previously developed and approved program protocols.
Newly funded projects should conduct all program startup activities as detailed on page 18 of the
monograph Integrating Cardiovascular Disease Prevention into Existing Health Services: The
Experience of the North Carolina WISEWOMAN Program at

http://www.cdc.gov/phppo/pce/index.htm and should be prepared to pilot test their methods.

Work collaboratively with other State, Territorial, or Tribal WISEWOMAN program staff and
partners (such as CDC contractors) to develop methods that have the potential to be implemented in
other WISEWOMAN programs.

2. CDC Activities:
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a. Convene workshops, trainings, and/or teleconferences of the funded projects for sharing of
information and solving problems of mutual concern.

b. Provide ongoing consultation and technical assistance to plan, implement, and evaluate program
activities.

c¢. Conduct site visits to assess program progress and mutually resolve problems, as needed, and/or
coordinate reverse site visits to CDC in Atlanta, GA.

d. Assist in the development of a research study protocol for IRB review by all cooperating
institutions participating in the research project. If CDC IRB review is necessary, the CDC IRB will
review and approve the protocol initially and on at least an annual basis until the research project is
completed. For more detailed information on the CDC IRB see

http://www.cdc.gov/od/ads/hsr2.htm.

e. Collaborate with WISEWOMAN projects in the analysis of data and development of abstracts and
publications that informs the program, public, scientific community, and Congress as to program
progress and results.

f. Copy and distribute materials developed by State, Territorial, or Tribal WISEWOMAN projects
for the purpose of aiding other WISEWOMAN projects and public health partners.

g. Technical Assistance Phone Calls for WISEWOMAN Applicants

WISEWOMAN staff have arranged for three technical assistance phone calls to answer questions
related to the WISEWOMAN component of the CDC's recent program announcement for state
funding, program announcement #03022, entitled "Chronic Disease Prevention and Health
Promotion Programs." Information for each of the phone calls and who should participate is
provided below.

New WISEWOMAN Applicants - Standard
WISEWOMAN will be hosting a call on February 4, 2003 for new
WISEWOMAN applicants that are applying as standard projects. Conference
Time: 03:00 PM Eastern
02:00 PM Central
01:00 PM Mountain
12:00 PM Pacific
e Conference Duration: 02:00 Hours

e Conference Size: 20 Port(s)
e Bridge Telephone Number: 404-639-3277
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o Conference Code: 138875
e Alternate Bridge Telephone Number: 800-311-3437

New WISEWOMAN Applicants - Enhanced

WISEWOMAN will be hosting a call on February 5, 2003 for new
WISEWOMAN applicants that are applying as enhanced projects.

Conference Time: 03:00 PM Eastern
02:00 PM Central

01:00 PM Mountain
12:00 PM Pacific

Conference Duration: 01:00 Hours

Conference Size: 20 Port(s)

Bridge Telephone Number: 404-639-3277
Conference Code: 138875

Alternate Bridge Telephone Number: 800-311-3437

Current WISEWOMAN Projects

WISEWOMAN will be hosting a call on February 5, 2003 for current
WISEWOMAN projects that are applying to continue their funding.

e Conference Time: 04:00 PM Eastern
03:00 PM Central
02:00 PM Mountain
01:00 PM Pacific

e Conference Duration: 01:00 Hours
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F.3. Content

Applications

The program announcement title and number must appear in the application. Use the information in
the "Program Requirements, Other Requirements, and Evaluation Criteria" sections to develop the
content. Your narrative should be no more than 30 double-spaced pages, printed on one side, with
one-inch margins, and unreduced font.

WISEWOMAN Application Outline:

Please provide the following information and, as appropriate, a preliminary but realistic time-phased
work plan that addresses all of the points below. Only existing WISEWOMAN projects are required
to provide WISEWOMAN-specific information requested below. Applicants may apply for either
the Standard Demonstration Project or the Enhanced Project, but not both.

1. Background and Need

Provide a brief description of the extent of the disease burden and the need among the priority
populations and the background of the health care system to include:

a. The number of uninsured women living in the State/Territory/Tribal area by race/ethnicity by two
age categories if possible, i.e. 40-49 years and 50-64 years.

b. The current health care system in which State, Territorial, or Tribal BCCEDP and WISEWOMAN
sites operate (e.g. are the sites county health department clinics, community health centers, private
providers, managed care organizations, etc.) and the appropriateness of the health care system for
implementing effective interventions, adhering to program protocols, tracking difficult to reach
women, and providing timely information on women who have high values of cholesterol and blood
pressure.

¢. Community involvement or engagement in the BCCEDP and/or WISEWOMAN project to
include use of community health workers, use of community members, engagement in partnership
activities with community agencies that serve financially disadvantaged women, use of referral
systems to other community services, and so forth.

2. Infrastructure

Document the current State, Territorial, or Tribal BCCEDP and WISEWOMAN (if applicable)
infrastructure including:

a. An organizational chart that shows the location of The WISEWOMAN Program in relationship to
the agency’s health promotion section, chronic disease section, minority, or women’s health section,
Breast and Cervical Cancer Early Detection Program, and to other programs that address chronic
disease (e.g. cardiovascular health, tobacco, physical activity, nutrition, 5 A Day, diabetes, and
obesity). Describe lines of communication between WISEWOMAN and the above-mentioned
sections and programs.

b. The number of BCCEDP and WISEWOMAN sites in operation as of the January preceding the
date of this application.

c. The total number of political subdivisions (e.g., counties) and the number of these subdivisions
that had a BCCEDP site and the number that had a WISEWOMAN site as of January preceding the
date of this application.

d. During the most recent program year include:

(1) The number of women served by BCCEDP and The WISEWOMAN Programs in the State,
Territory, or Tribal area (provide data for each of the past 5 years, if available).
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(2) The racial/ethnic characteristics of the population served (include educational Characteristics, if
available).

(3) The percentage of women with a positive mammogram or pap test who did not go on for further
diagnostics and reasons why women did not go on;

(4) The percentage of women with a WISEWOMAN alert value who did not go on for further
diagnostics and reasons why women did not go on.

(5) The average length of time between a positive mammogram or Pap test and the receipt of a
diagnostic test.

(6) The average length of time between detection of a WISEWOMAN alert value and the receipt of
diagnostic test (see WISEWOMAN Guidance Document at

http://www.cdc.gov/od/ads/hsr2.htm for the definition for alert values).

3. Program Planning for Upcoming Year

Describe how the program will decide or is currently conducting the following:

a. Site selection, the approximate number of sites to receive WISEWOMAN services, the
characteristics of the sites, the proportion of State or Territorial BCCEDP sites that will receive
WISEWOMAN services, and estimated number of women who are expected to receive such services
during the upcoming year.

b. Screening and intervention services and start-up activities (if applying for Standard Demonstration
Project funding level; see checklist of start-up activities in the WISEWOMAN Guidance Document
at http://www.cdc.gov/wisewoman to be provided along with a time line for determining and
implementing start-up activities, screening and intervention services [allowable screening and
diagnostic procedures for the demonstration programs include resting pulse, blood pressure, serum
total cholesterol, HDL-cholesterol, LDL-cholesterol, height and weight measurements, automated
blood chemistry (to assess fasting blood glucose, potassium, calcium, creatinine, uric acid,
triglyceride, or micronutrient levels), urine analysis (including urine cotinine), and paper and pencil
tests, interviews, or computerized methods that measure level of physical activity, dietary intake,
smoking, osteoporosis risk status, immunization status, or other chronic disease risk factors or
preventable health problems. The use of program funds for other tests will require substantial
justification by the program. The schedule of fees/charges should not exceed the maximum
allowable charges established by the Medicare Program for the same or similar laboratory tests.
(Fees/charges for services covered by Medicare may vary by location, thus, States or Territories
should determine the appropriate reimbursement rates for their areas.)

c. A pilot study to test proposed methods.

d. Inclusion of letters of support for WISEWOMAN from a substantial number of State/Territorial
BCCEDP site directors and medical staff.

e. Methods for tracking women through the system and after they leave the system [(for the purpose
of bringing them back for further screening and intervention)(Standard Projects should ensure that at
least 60 percent of new women receive the complete intervention)], for flagging, tracking, and
managing women who need immediate referral because of extremely high blood pressure (>180
systolic blood pressure or 110 diastolic blood pressure), cholesterol (>400 mg/dL), or glucose levels
(>375 mg/dL).

f. Program tracking to determine which women receive which interventions; routine reporting on the
progress of the program (see suggested quarterly report format in WISEWOMAN Guidance
Document at http://www.cdc.gov/wisewoman and reporting of minimum data elements. These
minimum data elements will yield the performance measures that will determine whether a project
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qualifies for additional funding. The complete set of performance measures are detailed in Appendix
B.

4. Screening and Intervention

Document the ability of the program to screen and intervene upon women enrolled in the
WISEWOMAN program including implementation of WISEWOMAN screening activities, the
rationale and guidelines for implementing WISEWOMAN intervention activities, methods for
reaching women from the State or Territorial BCCEDP for the purpose of WISEWOMAN screening
and intervention and the use of outreach and community health workers to address barriers to
program involvement, barriers to behavioral change, and barriers to maintaining contact for future
health screenings and interventions.

5. Evaluation - (Standard Program):

a. Describe the current evaluation team or propose a plan to establish the evaluation team using
criteria such as prior work experience, professional training, and academic degrees.

b. Describe the current evaluation plan or propose an evaluation plan that includes clearly stated
evaluation objectives with a time line for the collection of data throughout the project.

c. Describe the current database or propose a database that details data elements, methods for data
management, the creation of unique identifiers, methods for identifying women who need immediate
treatment, and other important data procedures.

6. Evaluation - (Enhanced Program):

Submit an evaluation design to: 1) examine the impact of chronic disease risk factor intervention(s)
on lowering blood pressure, improving cholesterol levels (lowering total cholesterol levels and
raising HDL cholesterol levels), and improving other risk factors such as poor nutrition and
inadequate physical activity at six and twelve months after intervention and program strategies. The
plan for effectiveness should include:

a. The extent to which a university or Prevention Research Center will be involved in the evaluation
design.

b. The preliminary evaluation questions to be answered.

c. The type of evaluation design (e.g. randomized controlled design) and rationale for using this type
of design.

d. Length of follow-up and measurement intervals.

e. Protocol used to ensure that the maximum number of women will return for each evaluation.

f. Statistical techniques that will be used to analyze the data with preliminary estimates of the sample
size needed to achieve adequate statistical power. To obtain the statistical power to evaluate the
intervention, the program should add cholesterol and blood pressure screenings (and other optional
screenings, if desired) to a sufficiently large number of State or Territorial BCCEDP sites to provide
adequate statistical power for evaluating program effectiveness. States or Territories may want to
consider including a total of at least 20 sites. The study design for this type of evaluation might
include women from a number of sites assigned to intervention (i.e., the special intervention group)
compared to women from a number of sites assigned to usual standard practice (i.e., the usual care
group or comparison group). Other study designs may be proposed including randomizing women to
each of arm of the study. A method of collecting information for the purpose of program evaluation
should be developed and implemented. Voluntary reporting of Minimum Data Elements is
recommended as part of the program evaluation. The plan for translation and transferring successful
strategies should include:
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(1) The extent to which the evaluation team includes staff with expertise in translation and transfer
activities;

(2) Clear objectives regarding translating strategies into products using lay language, compiling
information in clear, user-friendly format, testing of the translation package for usability;

(3) Methods for providing technical assistance, orientation and training on implementing and
ensuring fidelity with regard to implementing the translation package;

(4) Methods for evaluating and refining the translation package and plans for dissemination of the
final package;

A timeline with regard to translation and transfer activities. Some important resources for
understanding the scope of these translation and transfer activities are found at
http://www.replication.org/infores.html and http://www.replication.org/pdf/tool.pdf.

7. Collaborative Efforts

Provide a concise collaboration plan that addresses program methods and analyzing and publishing
data with CDC and others. The following areas should be addressed:

a. Meeting and teleconferences attendance for the purpose of developing forms, tracking systems,
measurements, policy, etc.

b. Analyzing data and co-authoring abstracts and publications; sharing information with CDC and its
contractors (stripped of identifying information) on a twice-yearly basis.

c. Plans to collaborate with other health promotion experts in the health agency including
nutritionists, physical activity experts, tobacco control experts, and others who promote a healthy
lifestyle through better eating, weight management, physical activity, and smoking cessation.

d. For Enhanced projects, plans for developing a monograph and/or training on methods to help
other projects adopt successful program practices (See example "Integrating Cardiovascular Disease
Prevention into Existing Health Services: The Experience of the North Carolina WISEWOMAN
Program" at http://www.hpdp.unc.edu/wisewoman/manual.htm.

8. Budget and Justification:

Provide a detailed budget and line-item justification that is consistent with the stated objectives,
purpose, and planned activities of the project. Applicants should note the following budget-related
issues:

a. Budget for the following travel:

(1) Up to two persons to attend the Nutrition and Public Health Course that is sponsored by the
University of North Carolina Prevention Research Center and the Centers for Disease Control and
Prevention. This is a five-day course. For more information see http://www.hpdp.unc.edu/nph.
Future topics and place to be determined. This is a mandatory training course that provides training
with regard to WISEWOMAN Best Practices.

(2) Up to two persons to participate in the annual WISEWOMAN Project Directors Meeting that is
held in conjunction with NCCDPHP Annual Chronic Disease Conference (four days) or other CDC
Conferences. Details are provided at http://www.cdc.gov/ncedphp/conference/index.htm. This is a
mandatory meeting for the purpose of sharing projects successes and challenges.

(3) One person to attend the Physical Activity and Public Health Course that is sponsored by the
University of South Carolina Prevention Research Center and the Centers for Disease Control and
Prevention. This is an eight-day Postgraduate Course on Research Directions and Strategies and a
six-day Practitioner's Course on Community Interventions. See
http://www.prevention.sph.sc.edu/seapines/index.htm. Or one person to participate in a non-CDC
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sponsored professional meeting directly relevant to the program. (A tobacco cessation training
course is highly recommended.)

(4) Cost Data and Minimum Data Elements:

Budget for collecting and reporting cost data and minimum data elements. (See WISEWOMAN
Guidance Document at http://www.cdc.gov/wisewoman for list of minimum data elements.) Section
1505 [42 U.S.C. 300n-1] requires that applicants provide assurance that the grant funds be used in
the most cost-effective manner.

G.3. Evaluation Criteria

Applications received from current grantees that are funded under program announcements 00115,
99135, and 01098 will be reviewed utilizing the Technical Review process. For applicants that apply
competitively as Standard Demonstration Projects or Enhanced Projects, an independent objective
review group appointed by CDC will evaluate each application individually using the following
criteria:

1. Program Plan (35 points)
The extent to which the applicant has addressed Recipient Activities 1.a through 1.j and items 3.a
through 3.g in the Application Content sections.

2. Screening and Intervention (Standard Projects: 25 points and Enhanced program: 15 points)
The extent to which the applicant has addressed Recipient Activities 1.b through 1.f and items 4 in
the Application Content sections.

3. Evaluation Plan — (Standard Program: 15 points):
The extent to which the applicant has addressed Recipient Activities 1.h and items 5 in the
Application Content section

Evaluation Plan — (Enhanced Program: 25 points):
The extent to which the applicant has addressed Recipient Activities 1.h and items 6 in the
Application Content sections.

4. Background, Need, and Potential for Community Involvement (10 points)
The extension to which the applicant has addressed Recipient Activities 1.a and items 1.a through
1.c in the Application Content sections.

5. Infrastructure - (10 points)
The extent to which the applicant has addressed Recipient Activities 1.b and 1.d and items 2.a
through 2.c in the Application Content sections

6. Collaborative Efforts (5 points)
The extent to which the applicant has addressed Recipient Activities 1.a and items 7 in the
Application Content sections.

7. Human Subjects (not scored)
Does the application adequately address the requirements of Title 45 CFR Part 46 for the protection
of human subjects? Not scored; however, an application can be disapproved if the research risks are
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sufficiently serious and protection against risks is so inadequate as to make the entire application
unacceptable.

Does the application adequately address the CDC Policy requirements regarding the inclusion of
women, ethnic, and racial groups in the proposed research? This includes:

1.1 The proposed plan for the inclusion of both sexes and racial and ethnic minority populations for
appropriate representation.

1.2 The proposed justification when representation is limited or absent.

1.3 A statement as to whether the design of the study is adequate to measure differences when
warranted.

1.4 A statement as to whether the plans for recruitment and outreach for study participants includes
the process recognition of mutual benefits.
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Component 4: - State-Based Oral Disease Prevention Program

D .4. Availability of Funds

Approximately $2,600,000 is available in FY 2003 to fund approximately 13 Part 1 Capacity
Building Program awards. It is expected that the Capacity Building Program average award will be
$200,000, ranging from $65,000 to $400,000. Funding estimates may vary and are subject to change.
No funding is available in FY 2003 for Part 2 Basic Implementation Program awards. Pending
available funding resources, applications will be accepted in years two through five.

Use of Funds

Applicants may not use these funds to supplant oral health program funds from local, State, or
Federal sources. Applicants must maintain current levels of support dedicated to oral health from
other funding sources. Funding received under this program announcement cannot be used for the
purchase of dental services, dental sealant equipment, or materials.

Recipient Financial Participation

Applicants requesting funding for community water fluoridation equipment will be required
to provide matching funds. Matching funds are required from State and/or local sources in an
amount of not less than one dollar for each four dollars of Federal funds awarded for
community water fluoridation equipment under this program announcement. Matching funds
are required from State and/or local sources in an amount of not less than one dollar for each
four dollars of Federal funds awarded for a Basic Implementation Program.

Matching funds may be in cash or its equivalent, including donated or in-kind appropriate
equipment, supplies, and or services. Do not include funds from other Federal sources including the
Preventive Health and Health Services Block Grant.

CDC funding covers some of the costs of oral health core capacity, infrastructure, and community-
based prevention interventions, but it is not intended to fully support all aspects of the oral health
program.

Direct Assistance

You may request Federal personnel as direct assistance in years two through five, in lieu of a portion
of financial assistance.

To request new direct-assistance assignees, include:

a. Number of assignees requested.

b. Description of the position and proposed duties

c. Ability or inability to hire locally with financial

Assistance.

d. Justification for request.

e. Organizational chart and name of intended supervisor

opportunities for training, education, and work

f. Opportunities for training, education, and work experience for assignees.

g. Description of assignee's access to computer equipment for communication with CDC (e.g.,
personal computer at home, personal computer at workstation, shared computer at workstation on
site, shared computer at a central office).

E.4. Program Requirements

In conducting activities to achieve the purpose of this program, the recipient will be responsible for
the activities under 1.a and 1.b (Recipient Activities), and CDC will be responsible for the activities
listed under 2.

CDC Activities.

l.a. Part 1 Capacity Building Program Recipient Activities and Performance Measures:
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(1) Develop oral health program leadership capacity. Develop a State oral health team. Leadership
capacity should include: (a) full-time dental director (oral health professional with public health
training); (b) .25 time epidemiologic support at a minimum; (c) demonstrated access to at least .50
time of a water fluoridation engineer/specialist or coordinator, and (d) demonstrated access to
appropriate program support, .50 to one time dental sealant coordinator, .25 time capacity for health
education, health communication, and .25 time support staff, through leveraging of dollars, shared
dedicated resources and letters of support.

Performance will be measured by evidence of established leadership capacity. Evidence of
leadership capacity can be shown by: The composition of an oral health program team consistent
with 1) above.

(2) Describe the oral disease burden, health disparities, and unmet needs in the State.

Describe the oral disease burden within the State and document unmet oral health needs of target
populations and existing oral health assets (e.g., professional dental/dental hygiene schools,
prevention interventions undertaken within the State).

Performance will be measured by evidence that State oral disease burden has been accurately
described. Evidence can be shown by: a) a publicly available disease burden document describing
oral disease burden and oral health disparities, issued in the past five years using the most recent
data, preferably data no more than five years old; and b) document includes oral health status with
indicators consistent with the National Oral Health System (NOHSS), the Water Fluoridation
Reporting System (WFRS), and the ASTDD State Synopsis.

(3) Develop or update a comprehensive State Oral Health Plan.

Develop or update a comprehensive State Oral Health Plan for oral health promotion, disease
prevention, and control that includes specific objectives for future reductions in oral disease and
related risk factors and objectives for the promotion of oral health. The plan should provide specific,
measurable, and time-phased objectives to accomplish each goal related to the logic model (see
http://www.cdc.gov/OralHealth/index.htm for additional information). In addition, develop a
comprehensive State Oral Health Plan (suggest five-year plan) that is available to the public,
periodically updated, and developed in collaboration with the assistance of stakeholders. The Plan
should address the following oral health areas: a) oral health infrastructure including current
resources, gaps in resources and recommendations for their elimination; b) Healthy People 2010
objectives; c) caries; d) water fluoridation and school-based or school-linked sealant programs; e)
description of priority populations and burden of disease; f) strategies to address oral health
promotion across the lifespan, g) strategies to identify best practices that can be replicated; h)
evaluation strategies and recommendations for monitoring the outcomes and impacts of plan
implementation; 1) implementation strategies, leveraging of resources, partnerships, and plan
maintenance including roles and responsibilities of State and local agencies; and j) oral cancer,
periodontal diseases, and infection control.

Performance will be measured by evidence that a comprehensive State Oral Health Plan has been
completed. Evidence can be shown by development of a plan consistent with the process described
and with elements (a) through (j) above.

(4) Establish and sustain a diverse Statewide oral health coalition. Establish a coalition to assist in
the formulation of plans, guide project activities, and identify additional financial resources for this
project. Coalition membership should be representative of stakeholder organizations within the State
health department, within the State government and groups external to State government, for
examples see

http://www.cdc.gov/OralHealth/index.htm.
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Performance will be measured by evidence of a sustained, diverse statewide oral health coalition.
Evidence can be shown by: a) extent of progress towards coalition sustainability, such as written by-
laws, goals and objectives, plans and procedures for operation, past accomplishments, clerical staff
support, and evidence of leveraging of resources; b) membership entities representing each, but not
limited to, categories in the coalition framework at Web site; c¢) clear responsibility; d) coalition
activity in infrastructure, community water fluoridation, and sealants. Coalition activities must
address all of the following activities: Infrastructure development, community water fluoridation,
school-based/school-linked dental sealant programs, unless the grantee can document how current
activities in the State have already met or exceeded Health People 2010 objectives for these
activities.

(5) Develop or enhance oral disease surveillance system. Develop key resources, data sources, and
capabilities to promote the State’s surveillance needs. See http://www.cdc.gov/OralHealth/index.htm
for detailed outline of data sources to consider. Activities should include: a) establish plan for how
data collection, analysis, and dissemination will support program activity, including a surveillance
plan logic model consistent with the CDC Surveillance Logic model (see
http://www.cdc.gov/OralHealth/index.htm); b) conduct surveillance so that key oral health indicators
have been collected in a valid and timely manner using standard approaches with attention to
comparability across States and consistent with annual data submission to the ASTDD’s State
Synopsis and data submissions to NOHSS, and updated at least every five years; and ¢) monitor
water fluoridation on a monthly basis comparable and consistent with WFRS.

Performance will be measured by evidence of a developed or enhanced oral disease surveillance
system. Evidence can be shown by: Documentation that key resources, data sources, capabilities and
surveillance plan are in place to provide an adequate surveillance system via activities consistent
with (a) through (c¢) above.

(6) Identify prevention opportunities for systemic, socio-political and/or policy change to improve
oral health. Conduct a periodic assessment of policy and systems level strategies with potential to
reduce oral diseases. The assessment should include identification of opportunities to make changes
in policy and health systems to overcome barriers, capitalize on assets, increase capacity, and
coordinate prevention interventions.

Performance will be measured by evidence of identification of socio-political and policy changes.
Evidence can be shown by periodic assessments consistent with the activities above.

(7) Develop and coordinate partnerships to increase State-level and community capacity to address
specific oral disease prevention interventions.

Identify, consult with and involve appropriate partners to assess areas critical to the development of
State-level and community-based oral health promotion and disease prevention programs, avoid
duplication of efforts, ensure synergy of resources, and enhance the overall leadership within the
State. Partnerships should augment the oral health coalition.

Performance will be measured by evidence of the development and coordination of partnerships.
Evidence can be shown by: a) collaborative partnerships with Statewide and local entities (e.g.,
Memorandum of Understanding (MOU) with other State agencies, joint dedication of resources); b)
broad range of partnerships inside and outside of the State Health Department, encouraging the focus
on prevention interventions.

(8) Coordinate and implement limited community water fluoridation program management.

Provide coordination and management of a fluoridation program, provide/develop fluoridation
training materials for engineers and water plant operators, and evaluate community water
fluoridation accomplishments and new and/or replacement water fluoridation equipment.
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Performance will be measured by the development, implementation, and coordination of a water
fluoridation program. Evidence can be shown by: a) extent the water fluoridation program
incorporates and makes progress towards the 1995 Engineering and Administrative
Recommendations for Water Fluoridation (EARWF), including: 1) daily testing; 2) access to .50
fluoridation engineer; 3) targeted inspection activity; 4) basic fluoridation training; b) monthly
monitoring consistent with the Water Fluoridation Reporting System (WFRS); ¢) percent of
fluoridated water systems consistently maintaining optimal levels of fluoride as defined by State and
consistent with EARWF; d) document communities and populations receiving new or replacement
fluoridation equipment.

(9) Evaluate, document, and share State program accomplishments, best practices, lessons learned,
and use of evaluation results.

Evaluation activities should: a) be consistent with the CDC oral health global logic model, work
plan: (see http://www.cdc.gov/OralHealth/index.htm) the CDC Evaluation Framework for
Evaluating Public Health Programs (http://www.cdc.gov/mmwr), the CDC Guide to Evaluating
Surveillance Systems

(http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5013al.htm, and consider assessments of changes
in oral health outcomes, as well as process evaluations consistent with the Association of State and
Territorial Dental Directors’ Best Practices evaluation criteria (see
http://www.cdc.gov/OralHealth/index.htm); b) document outcome evaluation measures including but
not limited to percentage of population receiving fluoridated water and dental sealants; ¢) include
evaluation efforts consistent with indicators developed for "supported States evaluation plan" (see
http://www.cdc.gov/OralHealth/index.htm); d) be used to improve recipient activities above; and (e)
be institutionalized as an on-going activity. Sharing of State program accomplishments, best
practices, and lessons learned may include participation in forums for exchanging ideas and
identification of methods and avenue for dissemination such as the CDC Chronic Disease
Conference, and the National Oral Health Conference as well as local and State supported forums
(e.g., State Summits, State dental and dental hygiene association meetings).

Performance will be measured by evidence that evaluation has been completed, State evaluation
capacity and activities have become institutionalized; State program accomplishments have been
collected, evaluated, and shared with stakeholders; and evaluation results are used to improve
program performance. Evidence can be shown by: 1) documentation of evaluation activities
consistent with (a) through (e) above; and 2) documentation of participation in scientific forums
consistent with the activities above.

(10) Capacity Building Prevention Intervention (To be undertaken after Part 1 Capacity Building
Program 1-9 from above have been met)

a. Develop and Implement a water fluoridation program. Provide or develop fluoridation educational
materials, as appropriate, to promote water fluoridation. Implement a program to support new
replacement water fluoridation equipment. Evaluate the accomplishments of the water fluoridation
program.

Performance will be measured by the development, implementation, and coordination of a water
fluoridation program. Evidence can be shown by: 1) documentation of appropriate education and
promotion efforts; 2) documentation of communities and populations receiving replacement
fluoridation equipment by funding source; 4) extent of progress towards reaching or exceeding
Health People 2010 objective of 75 percent of population on public water supplies receiving
fluoridated water.
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b. Develop, coordinate and implement limited school-based or school-linked dental sealant
programs. Describe and document the number of eligible public elementary or secondary schools,
and existing related oral health assets. Document infrastructure is in place for the coordination and
management of school-based or school-linked dental sealant program and show collaborative
working relationships and formal agreements (e.g., MOA, MOU, or other written agreement
between the State Health Department and the State educational agency).

Develop school-based or school-linked dental sealant programs targeting public elementary or
secondary schools located in: a) urban areas, and in which more than 50 percent of the student
population of that school or school entity is participating in Federal or State free and reduced meal
programs; or b) rural school districts having a median income that is at or below 235 percent of the
poverty line, as defined in section 673 (2) of the Community Services Block Grant Act [42 U.S.C.
9902(2)].

Performance will be measured by the development, implementation, and coordination of school-
based/school-linked dental sealant programs. Evidence can be shown by: 1) extent that priority
populations have been identified; 2) extent that implementation strategies appropriate to State setting
have been developed; percent and number of children in funded programs receiving at least one
permanent molar sealant; proportion of eligible schools participating in program; and proportion of
children participating in free and reduced cost lunch program receiving at least one sealant.

Optional Cost Analysis Recipient Activities and Performance Measures:

Measures include the collection, tracking, and completion of cost analysis for school-based/school-
linked dental sealant program. Evaluate the accomplishments, efficiency, and effectiveness of the
implemented school-based/school-linked dental sealant programs. Proposals may include requests
for technical assistance for the following optional performance measures:

Performance will be measured by the collection, tracking, and accomplishment of a cost-analysis for
school-based or school-linked dental sealant programs. Evidence can be shown by: a) documentation
of baseline mean pit and fissure caries severity (i.e., pit and fissure DMFS) in targeted permanent
molars among children three years older than target population; b) cost-analysis report published and
submission made to the ASTDD Best Practices Project.

1.b. Part 2 BASIC IMPLEMENTATION Program Recipient Activities and Performance Measures:
Basic Implementation Recipient Activities and Performance Measures include evidence that
applicant continues to meet CAPACITY BUILDING program and CAPACITY BUILDING-
PREVENTION INTERVENTION program activities and performance measures in section 1.a.
above.

(1) Develop a Statewide community water fluoridation program or maintain Statewide fluoridation
program that has reached the Healthy People 2010 objective. Enhance or expand existing community
water fluoridation demonstration or pilot project into a statewide program showing annual progress.
Performance will be measured by evidence that water fluoridation efforts result in significant
progress towards meeting, maintaining or exceeding Healthy People 2010 goals. Evidence can be
shown by: a) extent that Statewide water fluoridation program incorporates and makes progress in
meeting the Engineering and Administrative Recommendations for Water Fluoridation (EARWF,
1995), including: 1) monthly monitoring and participation; 2) additional fluoridation engineers
and/or specialist if appropriate; 3) all fluoridation engineers and/or specialists attend CDC
fluoridation engineers and/or specialists attend CDC fluoridation training or equivalent; 4) all water
plant operators receive basic fluoridation training; 5) all adjusted fluoridated water systems have
annual inspections to insure that all the technical recommendations, including the a) safety
requirements of EARWF are followed; b) all split sampling reference labs should participate in the
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CDC Lab Proficiency Testing Program; c¢) document progress in increasing percent of fluoridated
water systems consistently maintaining optimal levels of fluoride as defined by State and consistent
with recommendations outlined in EARWF; d) document progress toward reaching or exceeding
Healthy People 2010 objective; e) document communities and populations receiving new or
replacement fluoridation equipment.

(2) Develop Statewide school-based or school-linked dental sealant program or maintain school-
based or school-linked dental sealant program if the Healthy People 2010 objective has been met.
Enhance or expand existing school-based or school-linked dental sealant demonstration or pilot
project into a Statewide program showing annual progress. School eligibility criteria as stated in (10)
(b) above will be used.

Performance will be measured by evidence that grantee is implementing and expanding school-based
or school-linked dental sealant programs Statewide. Evidence can be shown by: a) documentation of
progress towards reaching or exceeding goal of school-based or school-linked sealant programs in at
least 50 percent of eligible schools; b) significant progress towards increasing: the percent and
number of children in Statewide funded programs receiving at least one permanent molar sealant;
proportion of eligible schools participating in program; and proportion of eligible schools
participating in program; and proportion of children in funded programs participating in free and
reduced cost lunch program receiving at least one sealant; ¢) demonstrated participation in ASTDD
Best Practices project; d) demonstrated leadership capacity in dissemination and technical assistance
to other State sealant programs; e) progress towards sustainability and institutionalization of sealant
program through leveraging of dollars, partnership participation, billing Medicaid and/or SCHIP or
other sources of support.

(3) Develop other evidence-based, population-based, intervention strategies consistent with the State
Oral Health Plan. Strategies should include policy and systems level approaches. Interventions
should be population based, with objectives that specify the population wide changes sought and
may address use of dental sealants, water fluoridation efforts, tobacco use, diabetes, poor nutrition,
oral health education and, secondary prevention.

Performance will be measured by demonstration of implementation of evidence-based, population-
based strategies. Evidence will be shown by: a) documentation of evidence-based for intervention
initiative; b) extent that population-based interventions meet the established objectives specifying
the population-wide changes sought; and c) submission to the ASTDD Best Practices Project.

(4) Evaluate intervention components.

Design and implement a public health practice evaluation system that collects and analyzes
information to be used to measure program progress, community capacity changes, short-term and
distal outcomes. Evaluation results and related findings should be used to add to and/or enhance
program implementation.

Performance will be measured by evidence that State evaluation capacity and activities have become
an on-going normative activity and that State program accomplishments have been collected,
evaluated and shared with stakeholders. Evidence can be shown by: a) demonstration that the
recipient is taking a leadership role in providing technical assistance and transfer of practice
knowledge to other States; and b) quantification (in terms of dollars) of resources used and returns
on those resources.

(5) Expand oral health program leadership capacity. Expand State oral health team beyond
CAPACITY BUILDING level. Provide National leadership by sharing results, with one another,
best practices, and other lessons learned to help shape the national agenda and improving the oral
health of the public. Capacity should include: a) epidemiologic support .50 time at a minimum; b)
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demonstrated access to 1.0 time fluoridation engineer/specialist or coordinator (may be less for
States with small number of water systems or more for States with a large number of water systems);
¢) demonstrated access to appropriate program support at a minimum: 1.0 time program coordinator,
1.0 time dental sealant coordinator, .50 time capacity for health education, .50 time health
communication, .50 time data manager, .25 time grant writer, 1.0 time support staff, and regional
consultants, through leveraging of dollars, shared dedicated resources, and letters of support.
Performance will be measured by evidence of expanded leadership and access to needed functions
through personnel, leveraging of dollars, shared dedicated resources and/or letters of support,
sharing through publications and presentations at national and regional meetings. Evidence can be
shown by: a) the minimum composition of the oral health program is consistent with the activities
outlined above; b) demonstrated with the activities outlined above; ¢) demonstrated evidence of
sharing best practices and other lessons learned inside and outside of the State borders through
publications and meeting presentations.

(6) Develop and maintain expanded surveillance capacity. The surveillance system is maintained and
sustainable, and able to compare State or smaller area data to those from national data sources.
Surveillance system should be able to conduct original analyses or forge good working relationships
with in-State agencies that will conduct the original analyses. Refer to surveillance logic model at
Web site for more information.

Activities should include: a) development of regional or county level indicators; b) development of
surveillance system quality checks, establishment of data cleaning protocol, and document data
linkages and security procedures; c¢) utilization of original analytic analyses and comparisons to
national data in dissemination activities and reports; d) documentation of regional or county level
indicators; and e) collaboration with other programs in the health department to answer key
epidemiological questions of mutual interest, e.g., diabetes, tobacco, cancer, MCH.

Performance will be measured by evidence that surveillance is on-going, sustainable activity within
the State, is expanded beyond the basic requirements of a core system, and uses data to direct
program planning and oral health promotion. Evidence can be shown by: Documentation of
activities (a) through (e) above.

(7) Expand the diverse statewide oral health coalition. Expand statewide oral health coalition and
address institutionalization and sustainability.

Performance will be measured by evidence of a sustained, diverse statewide oral health coalition
with established plans for membership and recruitment of diverse stakeholders. Evidence can be
shown by: a) extent that coalition has been significantly expanded in both numbers and types of
members and documentation of expanded coalition activities; b) documentation of dedicated support
staff; ¢) documentation of established communication measures and outreach to community, policy
makers and stakeholders; d) extent of progress towards coalition sustainability such as meeting
minutes, schedule of meeting dates and locations; and ) documentation of active support from
stakeholders including funding sources and in-kind contributions.

(8) Address program sustainability by broadening resources. Address the institutionalization of the
oral health unit, oral health surveillance system, statewide coalition, and the State's best practice
programs.

Performance will be measured by demonstration of condition supportive of the sustainability of State
oral health infrastructure and programs. Evidence can be shown by measures including non-award
funding and measures that activities are institutionalized; b) demonstration of environment
conducive to the growth of promotion of oral health in three major support areas: Infrastructure and
processes, resources and culture/context in the State, and local health department(s); ¢)
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demonstration of shared dedicated resources, leveraging of dollars, and supportive partnerships; d)
demonstrated legislative and other State government support.

(9) Collect, track and complete cost analysis for school-based or school-linked dental sealant
program.

Evaluate the accomplishments, efficiency, and effectiveness of the implemented school-based or
school-linked dental sealant programs.

Performance will be measured by the completion of a cost-analysis for school-based or school-
linked dental sealant programs. Evidence can be shown by: a) documentation of baseline mean pit
and fissure caries severity (i.e., pit and fissure DMFS) in targeted permanent molars among children
three years older than target population; and b) cost-analysis report published and submission made
to the ASTDD Best Practices Project.

2. CDC Activities

a. Update and provide information related to the purposes and/or objectives of the program
announcement related to recipient activities.

b. Provide programmatic and technical assistance for recipients and their stakeholders and partners
through programmatic and technical consultation, workshops, information exchanges and other
forms of guidance, assistance and information sharing to assist the recipient in: a) the assessment of
oral health status and behaviors of target sub-populations; b) the design and implementation of
strategies for prevention interventions based on best available scientific evidence; c) the design,
evaluation and monitoring of interventions effectiveness; d) the distribution of information
documenting lessons learned, best practices and program costs; and (e) the evaluation of State oral
health programs.

c. Communicate and share information, evaluations, data, and programmatic activities with other
recipients and partners, as appropriate.

d. Coordinate conference calls, workshops, and other information sharing opportunities, as
appropriate.

F.4. Content

The program announcement title and number must appear in the application. Use the information in
the Program Requirements, Other Requirements, and Evaluation Criteria sections to develop the
application content. Your application will be evaluated on the criteria listed, so it is important to
follow them in laying out your program plan.

This section will outline the requirements for each program and will note additional requirements for
each specific Part.

The narrative for Part 1| CAPACITY BUILDING Program should be no more than 36 pages, double-
spaced, printed on one side, with one-inch margins, and 12-point Universal unreduced font.

(Part 1) CAPACITY BUILDING Program

1. Executive Summary (not to exceed two pages)

Provide a clear, concise two-page written summary to include: a) synthesis of need for oral health
programs; b) changes in infrastructure required to support proposed programs; ¢) major proposed
objectives for implementation of Work Plan (see section (4) below and
http://www.cdc.gov/OralHealth/index.htm); d) amount of Federal funding requested under Part 1 of
this cooperative agreement.

2. Statement of Need (not to exceed seven pages) a) describe oral disease burden within the State,
indicate specific sub-populations and source(s) of data provided; b) describe current assets and
capacity of the State to reduce identified burdens. Current grantees under Program Announcement
01046, should not include CDC funding from Program Announcement 01046 under existing
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resources; ¢) identify barriers and facilitators likely to affect the reduction of oral disease burden;
and d) describe gaps in Statewide infrastructure affecting the capability of the applicant to perform
recipient activities and operate prevention programs.

3. Five-year Plan (Goals) (not to exceed five pages)

a. Design a logic model for State oral health program. See Web site for the CDC Logic Model
Template. Incorporate planned Capacity Building Prevention Interventions if appropriate, into State
oral health logic model; b) Goals: List feasible, realistic goals related to logic model to achieve in
five years.

4. One-year Plan, Activities and Timeline (not to exceed nine pages)

Objectives: Provide specific, measurable, and time-phased objectives to accomplish each goal
related to the logic model and the performance measures outlined in Section E above. State how
achievement of objectives will contribute to meeting the goal; b) describe the one-year work plan for
achieving each objective in Section (3) above. See Web site for the CDC Work Plan Template, c) the
one-year work plan should describe activities planned to complete each objective. Applicants must
link each time-phased objective and performance measure from Section E above, with the activities
intended to support that objective; d) one-year work plan should establish a time line for completion
of each component or major activity; e) identify specific individual (person) responsible for each
objective or activity in the one-year work plan.

5. Evaluation Plan (not to exceed seven pages)

a. Describe plan for monitoring progress toward achieving objectives stated in Section (4) above; b.
for each objective, specify how achievement will be documented including measures, data collection
protocols, and data quality required to obtain needed information; c. using the logic model as a
framework, specify: 1) indicators for process and outcome objectives; 2) expected increase in
capacity of the State oral health program, delivery systems, and communities; 3) changes in oral
health outcomes; d) plans for analysis, interpretation and reporting of findings; e) plans for use of
findings; and f) provide a time-line for the completion of the evaluation.

6. Program Management (not to exceed six pages)

a) Describe employing agencies or institutions, as well as professional backgrounds of existing or
proposed staff who will be responsible for each functional project aspect, including in-kind staff
resources and percent of time commitment (including in-kind staff resources and percent of time
commitment (Include Curriculum Vitae as appropriate); b) provide evidence of State support for
proposed project; c¢) describe coalitions involvement in planning, implementation, and evaluation; d)
describe management, coordination team and responsibility for different program aspects; e) identify
staff that will direct evaluation efforts including additional team members assigned to evaluation
tasks. Provide a detailed description of expertise, experience, and delineation of staff, and
responsibilities for program evaluation.

7. Budget and Accompanying Justification (no page limitation)

Submit a detailed budget and line item justification that is consistent with the purpose of the program
and the proposed project objectives and activities, using the format of the sample budget provided at
http://www.cdc.gov/OralHealth/index.htm.

To the extent necessary, applicants are encouraged to include travel for: a) up to four persons
associated with this project to each annually attend up to two technical assistance workshops. For the
purpose of the initial funding period, budget for the workshops, training courses, and technical
assistance meetings to be held in Atlanta, Georgia; and b) two staff to annually participate in the
National Oral Health Conference. For the purpose of the initial funding period, applicant should
budget for the 2004 National Oral Health Conference.
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The narrative for Part 2 BASIC IMPLEMENTATION Program should be no more than 45 pages,
double-spaced, printed on one side, with one-inch margins, and 12 point Universal unreduced font.
(Part 2) BASIC IMPLEMENTATION Program

Use the application guidance from Part 1 Capacity Building Program with the exception of the page
limits and the additional section as outlined below.

1. Executive Summary (not to exceed four pages)

2. Statement of Need (not to exceed seven pages)

3. Eligibility (not to exceed seven pages)

a) Outline how State oral health program has accomplished activities and performance measures
under the Capacity Building Program; b) outline how your demonstration/pilot CAPACITY
BUILDING PREVENTION INTERVENTIONS have been successful. Include a description of
activities and performance measures under Section E.1.a as appropriate.

4. Five-year plan (Goals) (not to exceed five pages)

5. One-year Plan, Activities and Timeline (not to exceed nine pages)

6. Evaluation Plan (not to exceed seven pages)

7. Program management (not to exceed six pages)

8. Budget and Accompanying Justification (no page limit)

G.4. Evaluation Criteria

Applicants received from current grantees that are funded under Program Announcement 01046, will
be reviewed utilizing the Technical Review process. Applications received from unfunded applicants
(new), will be evaluated individually against the following criteria by an independent review group
appointed by CDC.

Applications received from grantees funded under Program Announcement 01046 will be reviewed
by independent reviewers utilizing the Technical Acceptability Review (TAR) process.
CAPACITY BUILDING Program Criteria

a. One Year Plan (30 points)

The extent to which the applicant has addressed Recipient Activities 3 and item 4.a in the
Application Content section of Component 4.

b. Five Year Plan (20 points)

The extent to which the applicant has addressed Recipient Activities 3 and item 3 in the Application
Content section of Component 4.

c. Program Management (20 points)

The extent to which the applicant has addressed Recipient Activities 1, 7, 8, and 10 and item 6 in the
Application Content section of Component 4.

d. Statement of Need (15 points)

The extent to which the applicant has addressed Recipient Activities 1 and 2 and item 2 in the
Application Content section of Component 4.

e. Evaluation Plan (15 points)

The extent to which the applicant has addressed Recipient Activities 5, 6, and 9 and item 5 in the
Application Content section of Component 4.

f. Budget (not scored)

The extent to which the applicant has addressed item 7 in the Application Content section of
Component 4.

BASIC IMPLEMENTATION Program Criteria

a. One Year Plan (30 points)
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The extent to which the applicant has addressed Recipient Activities 3 and item 4.a in the
Application Content section of Component 4.

b. Five Year Plan (20 points)

The extent to which the applicant has addressed Recipient Activities 3 and item 3 in the Application
Content section of Component 4.

c. Evaluation Plan (20 points)

The extent to which the applicant has addressed Recipient Activities 5, 6, and 9 and item 5 in the
Application Content section of Component 4.

d. Program Management (20 points)

The extent to which the applicant has addressed Recipient Activities 1, 7, 8, and 10 and item 6 in the
Application Content section of Component 4.

e. Statement of Need (10 points)

The extent to which the applicant has addressed Recipient Activities 1 and 2 and item 2 in the
Application Content section of Component 4.

f. Budget (not scored)

The extent to which the applicant has addressed item 7 in the Application Content section of
Component 4.

Component 5 - Arthritis

D.5. Availability of Funds

Approximately $6,000,000 is available in FY 2003 to fund up to 36 awards. Approximately
$3,640,000 is available to fund 28 existing Capacity Building Program Level A grantees under
Program Announcement 01097. Capacity Building Program Level A grantees will undergo a
technical review of their application and will be funded pending receipt and approval of a technically
acceptable application. It is expected that the average award will be $135,000 ranging from
$120,000 to $150,000.

Approximately $2,360,000 is available to fund six to eight Capacity Building Program Level B
programs. Requests for these funds will be competitive and will be reviewed by an independent
objective review panel. It is expected that the average award will be $275,000 ranging from
$250,000 to $300,000.

Continuation awards within an approved project period will be made on the basis of satisfactory
progress as evidenced by required reports and the availability of funds. The interim progress report
will be used as evidence of Capacity Building Program Level A attainment of their respective goals
and objectives and readiness to compete for the next level of funding should funds be available.
Capacity Building Program Level A grantees wishing to compete for the next level of funding
should submit an application that is responsive to the Capacity Level B Program Performance
Measures, Application Content and Recipient Activities section of this program announcement
including a line-item budget and budget justification. Applications for advancement from a Level A
to Level B program will be reviewed by CDC staff utilizing the Technical Acceptability Review
(TAR) process. Applications can be submitted in fiscal year 2004, 2005, or 2006. Funding decisions
will be made on the basis of satisfactory progress on the appropriate Performance Measures as
evidence by required reports and the availability of funds. Capacity Building Program Level A
programs that unsuccessfully compete for Capacity Building Program Level B funding will be
funded for a Capacity Building Program Level A.

Use of Funds
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Cooperative Agreement Funds may not be used to supplant State or Local funds. In addition, funds
may not be used to support primary prevention activities.

Recipient Financial Participation

Matching funds are not required for this program.

E.S. Program Requirements

In conducting activities to achieve the purpose of this program, the recipient will be responsible for
the activities under la. (Recipient Activities for Capacity Building Program Level A) and 1b.
(Recipient Activities for Capacity Building Program Level B Programs) and CDC will be
responsible for the activities listed under 2. CDC Activities.

la. Recipient Activities for Capacity Building Program Level A

Staffing: Establish a full-time arthritis program manager to oversee arthritis program activities and to
promote an arthritis program within the State. All arthritis program managers are strongly
encouraged to take the training "The Arthritis Challenge" and "Arthritis: The Public Health
Approach" located at http://www.astdhpphe.org.

Performance will be measured by the extent to which the program is appropriately staffed in a timely
manner as evidenced by the submission of the name of the program manager, the date of hire, and
their completion of the training, "Arthritis: The Public Health Approach" as documented by a course
completion certificate.

2. Partnerships: Establish an advisory group or coalition to guide, review, and provide direction for
the State in all activities directed at reducing the burden of arthritis. The advisory group, at a
minimum, should include the local chapter(s) of the Arthritis Foundation. In addition, the State
should consider the following as members of the advisory board or coalition:

a. Individuals with expertise in arthritis;

b. Agencies/organizations with activities relevant to arthritis, resources for arthritis activities, and
access to target populations (e.g., Area Agencies on Aging, Medicaid/Medicare, managed care
organizations, American Association of Retired Persons, senior centers, and faith communities); and
c. Persons with arthritis or family members of persons with arthritis.

As appropriate, States should establish internal workgroups with other components of State
government that are directly or indirectly involved in some aspect of arthritis control and prevention.
Performance will be measured by the extent to which there is evidence of diverse, active, and viable
partnerships. Documentation should include minutes of meetings, lists of members, copies of by-
laws or written operating procedures.

3. Surveillance:

a. Define and monitor the prevalence and impact of arthritis using the Behavioral Risk Factor
Surveillance System (BRFSS). It is recommended that funded States collect data using the Arthritis
Optional Module of the BRFSS in odd years (i.e., 2003, 2005, 2007)

b. Issue a State of Arthritis Report using, at a minimum, 2001 BRFSS arthritis data. (Arthritis data
was collected by all States in calendar year 2001 through the BRFSS). This activity should be
completed within the first two years of the cooperative agreement.

c. For years two and beyond surveillance activities should be expanded to include the measuring of
intervention reach and effects. Measuring reach includes, but is not limited to, establishing
mechanisms to determine annual availability and delivery of evidenced-based self-management
programs such as ASHC, PACE, and Arthritis Foundation Aquatics programs. Availability measures
the number of programs offered and their geographic dispersion; delivery measures both the number
of programs given and the number of persons with arthritis attending. Measuring effects includes,
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but is not limited to, measuring changes in health impacts, improvement in quality of life, or
functioning among those attending the above programs.

Performance will be measured by:

a. The extent to which there is evidence that the burden of arthritis has been defined using BRFSS
data that identifies demographics, prevalence, and related risk behaviors (i.e., physical activity and
obesity). A State of Arthritis Report has been published and disseminated.

b. The extent to which the grantee is able to demonstrate the ability to define and monitor the
number of evidenced-based self management courses available within the State and the number of
individuals impacted by these programs.

4. State Plan: Develop or update a State Plan for Arthritis that outlines a proposed framework for
activities to reduce the burden of arthritis. This document should be planned with partners and
include activities to be implemented by the partners. The plan should not address health department
activities only and should be completed within the first eighteen months of the cooperative
agreement.

Performance will be measured by the extent to which documentation is provided that a written State
plan for arthritis is completed. The plan should contain a description of the State burden of arthritis,
and assessment of resources and resource gaps, strategies to decrease the burden of arthritis,
priorities, and time-line for implementation of interventions. The plan should be endorsed and
supported by partner organizations.

5. Interventions: Implement one or more strategies from the State Arthritis Plan that is consistent
with the Public Health Framework for Arthritis (see http://www.cdc.gov/nccdphp/arthritis) with a
focus on the immediate effects and/or short term goals as outlined in this framework. Activities
should be data driven. Applicant should develop implementation plans and evaluation strategies for
the proposed intervention(s). Activities should be implemented with a focus on one or more of the
following areas:

a. Evidence-based Self Management Education and Physical Activity Interventions: Broaden the
reach of evidence-based self management programs, e.g., the Arthritis Self Help Course (ASHC), the
promotion of physical activity in individuals with arthritis using land-based exercise programs such
as People with Arthritis Can Exercise (PACE) or water-based such as the Arthritis Foundation
Aquatics Program.

b. Health Communications Campaigns: Develop or utilizing health communications interventions
that will increase/enhance knowledge and beliefs necessary for appropriate management of arthritis.
Communications strategies should be designed to increase self-management beliefs and behaviors
and to increase the belief that self-management is an important part of arthritis management. The
communications activity can be targeted to people with arthritis, and their families, the general
public, or non-physician health professionals. CDC developed health communication campaign
Physical Activity. "The Arthritis Pain Reliever," may be used. A summary of this material will be
posted at http://www.cdc.gov/nccdphp/arthritis. Physician education efforts, while worthy, will not
be considered as part of this activity.

Performance will be measured by the extent that the grantee can provide documentation that one or
more evidenced-base intervention was implemented including: the process used for selecting the
intervention, the target audience, the location of the intervention, and data used to support the
decision to implement.

1b. Recipient Activities for Capacity Level B Programs

In addition to continuing and enhancing the Recipient Activities for Capacity Building Program
Level A, Capacity Building Program Level B Program will include:
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1. Surveillance: Examine the availability and applicability of other State-based data sources
including but not limited to data from outpatient/ambulatory care settings, managed care
organizations, and follow back surveys of BRFSS respondents. Pharmacy data may also prove useful
to better define the burden of arthritis within the State. All surveillance activities outside of BRFSS
should be directly linked to programmatic activities.

Performance will be measured by the extent to which non-BRFSS data have been examined and
have informed program decisions or enhanced existing activities.

2. Interventions: Implement two or more strategies from the State Arthritis Plan that is consistent
with the Public Health Framework for Arthritis with a focus on Evidenced-Based Arthritis Education
Programs and/or Health Communications. Capacity Building Level B programs may choose to
implement and evaluate physical activity or self-management interventions other than ASHC,
aquatics and PACE, that may be beneficial and effective in reducing arthritis related pain and
disability and improving the quality of life among persons with arthritis. For these interventions,
States must propose an implementation and evaluation plan. This plan should include a description
of the program, expected program outcomes, implementation strategies, the role of partners and
consultants in implementing and evaluating the program, and the evaluation plan. The evaluation
should describe how impact will be measured, domains of interest, proposed data collection tools,
and how data will be collected and analyzed. A time-line should be included.

Performance will be measured by:

a. The extent to which grantee can provide documentation that two or more evidenced-base
interventions were implemented including: the process used for selecting the intervention, the target
audience, the location of the intervention, the role of partners, and data used to support the decision
to implement.

b. The extent to which non-evidence based programs have been implemented and evaluated.

Notes:

All funded States are expected to adhere to the most current surveillance, intervention, and health
communication recommendations that will be posted at www.cdc.gov/ncedphp/arthritis/index.htm.
2. CDC Activities

Provide consultation and technical assistance to plan, implement, and evaluate each component of
the program.

Provide current information on the status of National efforts as they relate to the implementation of
recipient activities.

d. As needed, provide technical assistance in the coordination of surveillance efforts and the use of
other data systems to measure and characterize the burden of arthritis, provide standard analyses of
BREFSS data for States, and provide data for national level comparisons.

Facilitate communication among arthritis programs,

other government agencies, and others involved in arthritis control and prevention efforts.

F.S. Content

The program announcement title and number must appear in the application. Use the information in
the Program Requirements, Other Requirements, and Evaluation Criteria sections to develop the
application content. Your application will be evaluated on the criteria listed, so it is important to
follow them in laying out your program plan. Applications for Capacity Building Program Level A
should be no more than 30 pages and Capacity Building Program Level B Programs no more than 40
pages excluding Federal forms, budget, justification, abstract, and appendixes. All applications
should be double-spaced, printed on one side, with one-inch margins, and 12-point font. All
applicants should also submit as appendices, resumes, job descriptions, organizational charts, and
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any other supporting documentation as appropriate. All graphics, maps, overlays, etc., should be in
black and white and meet the above criteria. All submitted materials must be suitable for
photocopying. Your application must be submitted UNSTAPLED and UNBOUND.

1. Abstract (All applicants)

A one-page, single-spaced, typed abstract must be submitted with the applicants. The heading should
include the title of the program, organization, name and address of the project director, telephone
number, facsimile number, and e-mail address. The abstract should clearly state which level of
activities the applicant is applying for: Capacity Building Program Level A, or Capacity Building
Level B Program. The abstract should briefly list major program elements and activities. A table of
contents that provides page numbers for each section should follow the abstract.

2. Background/Current Status

Capacity Building Program Level A Programs:

Describe the burden of arthritis in the State. Identify what data sources are being used, the barriers
the State currently faces in developing and implementing a program for arthritis, and identify the
specific needs and resources available for arthritis activities.

Capacity Building Level B Programs:

a. Applicants for Capacity Building Programs Level B should provide evidence that they have
significantly met the requirements specified in the Recipient Activities for Capacity Building
Programs Level A (see Program Recipient Activities Section).

b. In addition, the applicant should adequately describe the burden of arthritis within the State
including how the program defines arthritis using BRFSS and other data.

c. Include a description of the barriers the State currently faces in further developing and
implementing programs for the control of arthritis.

3. Work-Plan

Provide a work plan that includes objective, methods, evaluation plans, and a time-line for each for
the required elements cited in Recipient Activities above. Objectives should describe what is to
happen, by when, by whom, and to what degree. Methods should describe the plan for achieving
each of the objectives including a description of how partners will be involved. Also included should
be a description of how progress toward attainment of the objectives will be monitored.

a. Staffing (All Applicants)

Describe how proposed or existing staff has the relevant background, qualifications, and experience
to manage a public health program. Include a description of their role in promoting an arthritis
program within the State, their specific responsibilities, their role in coordinating activities between
relevant programs within the State, how the organizational structure will support the staff's ability to
conduct proposed activities, and the level of effort and time to be devoted to the arthritis program.
Job descriptions, resumes if available, and an organizational chart should be included.

b. Partnerships (All Applicants)

Include plans for developing partnerships with the local chapter(s) of the Arthritis Foundation, State
and local agencies, Federal agencies, and others with an interest in arthritis. If partnerships have
already been developed, the applicant should describe the process used, and the role of advisory
groups, partnerships, or coalitions in the development and implementation of activities in the State
Plan for Arthritis. Partnerships are expected to have been ongoing and viable. Applicants should
include copies of agendas for all partnership meetings within the past two calendar years. Letters of
support should be submitted and should describe the nature and extent of involvement by outside
partners.

c. Surveillance
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Capacity Building Program Level B:

1. Describe plans to monitor the burden of arthritis within the State using BRFSS data and
include plans for the development and dissemination of a State of Arthritis Report.

2. Applicant should also describe the method to be used to develop mechanisms to measure
programmatic reach and effects of evidenced-based arthritis self-management programs as
defined in the "Recipient Activities" section of this announcement.

3. In addition to criteria under Capacity Building Program Level A, applicants for Capacity
Building Level B Programs should present plans to examine the availability and applicability
of other State-based data sources as described in the "Recipient Activities" section.

d. State Plan
Capacity Building Program Level A:
Applicants should describe the process to be used for engaging relevant partners and developing a
State arthritis plan. If a State plan has been developed, describe the process used for its development,
provide agendas for planning meetings, and provide the executive summary of the State plan.
e. Interventions
1. Applicants should describe the process to be used to select the intervention to be implemented.
2. If an already existing state plan or partnership has provided guidance for the selection of the
intervention, describe the relationship between the intervention and strategies identified within the
State plan and the Public Health Framework for Arthritis. Provide a description of implementation
plans, the proposed intervention(s) activity(ies), the target population, geographic location, the actual
methods of implementation, a time-line, evaluation strategy, and the role of partners in this process.
Capacity Building Program Level B:

1. Address the elements 1 and 2 under Capacity Building Program Level A

2. If proposing the implementation of non evidenced-based intervention(s), provide
an implementation plan that includes a description of the program and expected
outcomes. In addition, the evaluation plan should describe how impact will be
measured, domains of interest, proposed data collection tools, and how data will be
analyzed.

f. Evaluation (All Applicants)

Applicant should provide a plan that is capable of monitoring progress toward meeting specified
project objectives.

g. Budget (All Applicants)

Provide a detailed line-item budget and justifications consistent with the purpose and proposed
objectives. Budgets should include travel for one to two program staff to attend a two-day meeting in
Atlanta. Proposed sub-contracts should identify the name of the contractor, if known; describe the
services to be performed; provide an itemized budget and justification for the estimated costs of the
contract; specify the period of performance; and describe the method of selection. If indirect costs
are requested, a copy of the Indirect Cost Rate Agreement should be included.

G.S. Evaluation Criteria (100 Points)

Applications received from current grantees that are funded under Program announcement 01097,
will be reviewed utilizing the Technical Review process. Applications received from States funded
under program announcement 99074 and all other applicants will be evaluated individually against
the following criteria by an independent review group appointed by CDC.

A. Capacity Building Program Level A (100 points)
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1. Need/Current Status

Capacity Building Program Level A (15 points) Capacity Level B (25 points)

The extent to which the applicant addresses the requirements identified in Section F.5. (Application
Content) item 3. Point distribution is listed below.

2. Staffing

Capacity Building Program Level A (20 points) Capacity Building Program Level B (10 points)
The extent to which the applicant addresses the

requirements identified in section E5 (Recipient

Activities) section la. item 1 and section F.5

(Application Content) item 3a.

3. Partnerships

Capacity Building Program Level A (15 points) Capacity Building Program Level B (15 points)
The extent to which the applicant addresses the requirements identified in Section E.5 (Recipient
Activities) section la. item 2 and section F.5 (Application Content) item 3b.

4. Surveillance

Capacity Building Program Level A (15 points) Capacity Building Program Level B (20 points)
The extent to which the applicant addresses the

requirements identified in Section E.5 (Recipient Activities) section 1a. item 3; section 1b item 1 and
section F.5 (Application content) item 3c.

5. State Plan

Capacity Building Program Level A (15 points) Capacity Building Program Level B (0 points)
The extent to which the applicant addresses the requirements identified in Section E.5 "Recipient
Activities" section la. item 4 and section F.5 (Application Content) item 3d.

6. Interventions

Capacity Building Program Level A (15 points) Capacity Building Program Level B (25 points)
The extent to which the applicant addresses the requirements identified in Section E.5 "Recipient
Activities" section la. item 5; section 1b item 2 and section F.5 "Application Content" item 3e.

7. Evaluation

Capacity Building Program Level A (5 points) Capacity Building Program Level B (5 points)

The extent to which the applicant addresses the requirements identified in Section F.5 (Application
content) item 3f.

8. Budget (not scored)

The extent to which the applicant addresses the requirements identified in Section F.5 (Application
content) item 3g.

9. Human Subjects (not scored)

Does the application adequately address the requirements of title 45 CFR Part 46 for the protection
of human subjects? Not scored; however, an application can be disapproved if the research risks are
sufficiently serious and protection against risks is so inadequate as to make the entire application
unacceptable.

Component 6 - Behavior Risk Factor Surveillance Systems

(BRFSS)

D.6. Availability of Funds

Approximately $5,000,000 is available in FY 2003 to fund approximately 54 existing grantee under
program announcement 99044, It is expected that the average award will be $75,000, ranging from
$50,000 to $100,000. It is expected that the awards will begin on or about June 30, 2003 and will be
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made for a 12-month budget period within a project period of up to five years. Funding estimates
may change.

Use of Funds

Funds provided under this program announcement cannot be used to conduct community-based pilot
or demonstration projects. Cooperative agreement funds may not be used to supplant State or local
funds. Cooperative agreement funds may not be used to provide patient care, personal health
services, medications, patient rehabilitation, or other cost associated with treatment. Funds awarded
under this program announcement may be obligated and expended only for those BRFSS
surveillance, data collection, and related activities identified in the Notice of Grant Award.

E.6. Program Requirements

In conducting activities to achieve the purpose of this program, the recipient will be responsible for
the activities under 1. Recipient Activities, and CDC will be responsible for the activities listed
under 2. CDC Activities.

1. Recipient Activities

a. At a minimum, identify a program director and BRFSS data coordinator dedicated to overall
coordination and operations of BRFSS.

b. Adopt the standard BRFSS written protocol that has been developed and formulate a plan for
developing and conducting BRFSS data collection activities in conformance with protocols used by
other participating States and delineated in the "BRFSS User's Guide" and numbered memorandums
(The "BRFSS User's Guide" is available at http://www.cdc.gov/brfss).

c. Develop and implement plans and written procedures for ongoing analysis of behavioral risk
factor data Statewide and for selected local areas.

d. Develop and implement plans and written procedures to ensure the routine use of BRFSS data for
directing program planning, evaluating programs, establishing program priorities, developing
specific interventions and policies, assessing trends, and targeting relevant population groups.

e. Develop and implement plans for the use of BRFSS data to address emerging Public Health
chronic disease and injury issues within the State.

f. Develop and implement procedures to increase collaboration with and among State, local, and, as
appropriate, national, public, private, voluntary, for-profit and nonprofit agencies, organizations, and
universities that analyze data or seek to reduce chronic disease and injury morbidity and mortality.
g. Assure active cooperation and collaboration with recipients of funding form other CDC supported
programs (cancer, tobacco use, diabetes, alcohol use, women's health, etc.) and identify opportunities
to link program and BRFSS efforts where appropriate and reinforcing, including co-funding of
BRFSS activities.

h. Ensure adequate and, as required, periodic training of State BRFSS interviewers. Interviewers
must follow the standard BRFSS questionnaire script developed in collaboration with BRFSS
member States and should be trained with appropriate standards for telephone interviewing. (The
BRFSS Interviewer Training is located in the training section of the BRFSS Web site referenced
above in 1.b.)

i. Develop, maintain, and make available to CDC monthly, electronic BRFSS data sets for data
management (i.e., editing, cleaning, and weighting).

Jj. Conduct monthly, monitoring data quality and data management (i.e., through verification and
validation efforts).

k. Develop and implement an analysis plan.

1. Participate with others in individual and multi-State analyses comparing data across BRFSS States.
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m. Disseminate BRFSS findings through presentations and publications to health departments,
professional societies, voluntary agencies, universities, other BRFSS States, and other interested
individuals and organizations.

n. Make data and BRFSS findings available for training workshops and meetings at least once a year
(i.e., BRFSS Conference).

0. Assure that CDC receives final end-of-year BRFSS data sets on or before February 15 of the
following year.

2. CDC Activities

a. Assist BRFSS member States to develop an annual survey instrument to be used by States with
States and CDC programs.

b. Assist BRFSS member States to establish standard survey protocols to be followed by States and
disseminate them in the "BRFSS User's Guide" and in numbered memorandums; and, as appropriate,
assist in the development of State-specific protocols.

c. Assist BRFSS member States with designing and obtaining appropriate telephone samples.

d. Assist BRFSS member States in the development of data processing procedures to be used by
States and CDC to produce edited data files with standard, uniform formats. Provide program
software, training, and on-going technical assistance for operations management, questionnaire data
entry, and development of the BRFSS analysis database.

e. Develop and provide to States semi-annual and annual summary reports on selected risk factors
related to the leading causes of State morbidity and mortality in a standardized and uniform manner.
f. Assist in training State staff related to data collection, data analysis, interpretation, and use.

g. Conduct or assist with the specification of cleaning, weighting, data editing, variable and format
layouts of all data files.

h. Provide technical assistance to resolve problems regarding data collection procedures, response
rates, sampling procedures (unbiased sampling and estimate omissions), and database file
completeness.

1. Collaborate with State, Federal, and other programs on joint analysis of BRFSS data.

J. Coordinate and facilitate the interchange of technical information among cooperative agreement
recipients.

k. Provide BRFSS States with programmatic, epidemiological, and statistical technical assistance.

1. In collaboration with State(s) conduct multi-State and single-State analyses and facilitate
dissemination and translation of findings.

m. Participate with States in workshops, training, and meeting to exchange information.

n. Conduct site visits to monitor program operations and to provide technical assistance as needed.
Performance will be measured based on accomplishment of the activities listed above. Evidence can
be demonstrated through the quality of data, adherence to survey recommendations, utilization of
BRFSS data for program planning and evaluation.

F.6. Content

The program announcement title and number must appear in the application. Use the information in
the Program Requirements, Other Requirements, and Evaluation Criteria sections to develop the
application content. Applications will be evaluated on the criteria listed, so it is important to follow
them in laying out program plans. The narrative should be no more than 30 double-spaced pages,
printed on one side, with one-inch margins, and unreduced font.

Available funds will be allocated first for the costs of an estimated base of 2,000 completed 100-
question surveys in each State.

1. Program Management
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a. Identify the percentage of the project coordinator's time and related costs for project activities and
describe procedures or process (i.e., contractors or in-house) for the management of data collection.
Provide job descriptions, resumes, and organizational charts.

b. Include written procedures or describe plans to develop and implement the following:

c. BRFSS data analysis Statewide and for local areas.

d. Use of BRFSS data for directing program planning, program evaluation, setting program
priorities, developing interventions, assessing trends, and targeting relevant population groups.

e. To address emerging public health issues.

f. To increase collaboration among State, local, and other agencies, organizations, and universities
that analyze data or seek to reduce chronic disease and injury morbidity and mortality.

g. Provide a list of training taken by key BRFSS staff, to include data collection/interviewer staff,
within the previous 12 months. Training list should include course title, a brief description of course
content, dates of training, and names and titles of staff attending the training.

h. Provide a copy of projected staff training with the course title, course description, dates of
training, and names and titles of staff who will be attending training.

2. Operational Plan

a. Provide an estimate of the number of interviews to be completed in addition to the base number of
2000 completed interviews per State per year.

b. Provide a list of the survey questions to be asked in addition to the base-length questionnaire.

c. Identify the percentage of an analyst's time and related costs for analyzing data collected.

d. Provide the title and author(s) of publications produced and/or distributed using BRFSS data.

e. Upgrading computer-assisted telephone interviewing systems and computer systems for analysis
and Internet activities.

f. Describe the nature and extent of collaboration and coordination with and support (i.e., financial,
shared resources, etc.) from other State programs.

3. Evaluation

Describe the procedures currently used or planned to monitor the performance of the data collection
system, adherence to prescribed data collection protocols, and the extent of the use and
dissemination of the data.

4. Budget

Provide a detailed budget and line-item justification for all operating expenses. The budget should be
consistent with the State’s objectives and planned activities of the project. Budget requests should
include the cost of two two-day trips to Atlanta for two individuals and the cost of one five-day trip
(including travel days) for up to two individuals to attend the annual BRFSS conference. The budget
should address funds requested, as well as the applicant's in-kind or direct support.

G.6. Evaluation Criteria (100 points)

Applications received from current grantee that are funded under program announcement 99044,
will be reviewed utilizing the Technical Review process.

1. Operational Plan (50 points)

The extent to which the applicant has addressed Recipient Activities 1.b, 1.c, 1.d, 1.e, 1.k, 1.m, and
items 1 through 6 in the Application Content section.

2. Program Management (25 points)

The extent to which the applicant has addressed Recipient Activities 1.a, 1.g, 1.h, 1.1, and items 1
through 5 in the Application Content section.

3. Evaluation (25 points)
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The extent to which the applicant has addressed Recipient Activities 1.1, 1.j, and 1.0, and item 3 in
the Application Content section.

4. Budget (Not Weighted)

The extent to which the applicant has addressed item 4 in the Application Content section.

Component 7 - Genomics and Chronic Disease Prevention

D.7. Availability of Funds

Approximately $1,000,000 is available in FY 2003 to fund approximately three to five States
program awards. It is expected that the average award will be $200,000 ranging from $150,000 to
$250,000.

Use of Funds

Funds awarded under this component may not be used to conduct genomic research or pay for
patient services such as genetic testing or counseling. Cooperative agreement funds may be used to
develop or enhance the State Health Department's capacity for planning with other agency programs
and outside partners, and implementing the use of genomic information (e.g. genetic testing and
family history data) in public health policy and programs. Funds may also be used to enhance data
collection through disease registries and other surveillance systems and to develop public health
work-force competency in the use of genomics for disease prevention. Developing genomic
leadership capacity will enhance comprehensive chronic disease prevention and health promotion by
establishing cross-cutting activities with one or more disease-specific programs and increasing
collaboration across the agency in epidemiology, environmental health, infectious disease, maternal
and child health, and related programs that increase the effectiveness of chronic disease prevention.
E.7. Program Requirements

In conducting activities to achieve the purpose of this program, the recipient will be responsible for
the activities under 1. Recipient Activities, and CDC will be responsible for the activities listed
under 2. CDC Activities.

1. Recipient Activities

Note: In this announcement, integrating genomic and the use of family history into chronic disease
program planning, policy development, and intervention design includes, but is not limited to, a)
establishing or expanding leadership capacity in the field of genomics, b) developing and
implementing population-based assessments and incorporating genomic information into disease-
specific data collection through surveillance and registries, ¢) developing expanded uses of genomics
in programmatic activities including BRFSS and the analysis of vital records and other sources
important in population-based analysis, d) educating the health workforce, policy makers, and the
public about the importance of understanding the role of family history and genetic risk factors in
disease etiology and prevention, and e) specifically preparing the chronic disease workforce for
using genomic tools to reduce the burden of specific diseases and understanding the benefits and
limitations of available genetic tests.

a. Develop or strengthen the health agency organizational capacities for assessing and utilizing
existing genomics and public health program experience and expertise in planning the integration of
genomics into existing chronic disease prevention and health promotion programs.

b. Acquire or enhance the leadership capacity required to integrate genomics into existing or planned
chronic disease prevention and health promotion programs. In this effort, coordination of the core
public specialties (such as epidemiology, laboratory services, policy development, and infectious
disease prevention) to integrate genomics and family history, as appropriate, is required. The use of
genomics within public health requires collaboration with academic and health care organizations
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that can provide technical assistance and expertise in expanding program and policy development.
Leadership capacity may include: (a) designating a State agency-wide, or chronic disease genomics
coordinator or team, expanding existing leadership roles to include chronic disease and other
disease-specific responsibilities, and/or coordinating a team representing all or selected public health
disease programs; (b) the availability of adequate epidemiologic, genomics, laboratory, health
education, communications expertise and program support; and (c) a mechanism for assessing and
increasing the genomic and public health competency of the chronic disease work-force through
technical assistance and specific training activities. Information of work force competency is
available at:

http://www.cdc.gov/genomics/training/competencies/comps.htm.

c. Utilizes national, regional and State training and technical assistance resources for program
development, and expands collaborative relationships with key academic institutions such as the
Centers for Genomics and Public Health (Link to:
http://www.cdc.gov/genomics/training/competencies/comps.htm.

Ensures that State professional organizations, industry, community representatives or key partners
and community are key partners throughout the planning process.

d. Develop and implement a plan for integrating genomics and related risk assessment tools such as
family history into core public health activities and priorities for one or more chronic infectious,
environmental, Maternal and Child Health or other public health programs during the first year.

e. Plan and coordinate the assessment and use of various types of targeted risk assessment strategies
related to enhanced disease prevention based on genomics and family history tools. Collaborate with
professional, industrial, and academic resources and partners in the testing, assessment, and usage of
risk assessment tools that help organize knowledge about inheritable factors into a process for early
recognition of increased disease susceptibility and strategies for disease prevention.

f. Plan and coordinate the assessment and use of various types of targeted risk assessment strategies
related to enhanced disease prevention based on genomics and family history tools. Collaborate with
CDC and the Centers for Genomics and Public Health in the testing, assessment, and usage of family
history tools that help organize knowledge about heritable factors into a process for early recognition
of increase disease susceptibility and strategies for disease prevention.

2. CDC Activities

a. Convene workshop and/or teleconference of recipient Programs for information-sharing and
problem solving.

b. Provide ongoing guidance, consultation, and technical assistance to plan, implement, and evaluate
all aspects of program activities. Activities include assisting with analyses and interpretation of the
rapidly expanding knowledge base on public health genomics and findings from qualitative and
quantitative research; guiding program evaluation, and sharing community, environmental and
policy strategies to promote the integration of genomics across health agency programs associated
with chronic disease program activities. Disseminate relevant state-of-the-art research findings and
public health recommendations related to genomics and disease-specific prevention and control.

c. On a consultative basis, assist in the development and review of intervention protocols and
program evaluation methods.

d. Coordinate national level partnerships with relevant organizations and agencies involved in the
translation of genomics and family history into relevant guidelines and recommendations for public
health policy development and program action.

F.7. Content
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The program announcement title and number must appear in the application. Use the information in
the Program Requirements, Other Requirements, and Evaluation Criteria sections to develop the
application content. Your application will be evaluated on the criteria listed, so it is important to
follow them in laying out your program plan. Applications should be no more than 20 pages
excluding Federal forms, budget, justifications, abstract, and appendixes. All applications should be
double spaced, printed on one side, with one-inch margins, and 12-point font. All applicants should
also submit as appendices, resumes, job descriptions, organizational charts, and any other supporting
documentation as appropriate. All graphics maps, overlays, etc., should be in black and white and
meet the above criteria. All submitted materials must be suitable for photocopying. Your application
must be submitted UNSTAPLED and UNBOUND.

1. Abstract

A one-page, single-spaced, typed abstract must be submitted with the application. The heading
should include the title of the program, organization, name and address of the project director,
telephone number, facsimile number, and e-mail address. The abstract should briefly list major
program elements and activities. A table of contents that provides page numbers for each section
should follow the abstract.

2. Background, Need, and Understanding

Describe the status of health agency activities and capacity for establishing coordinated leadership in
genomics to guide crosscutting health policy and program development. Provide status and level of
involvement of chronic disease, infectious disease, environmental health, epidemiology, maternal
and child health, and laboratory within this agency leadership capacity. Describe the extent to which
genomics is integrated into chronic disease programs function and the proposed or actual placement
of a focus for genomic activities within that structure. Discuss any agency actions implemented or
planned that facilitate the integration of genomics and/or the use of family history in developing risk
factor assessments and targeting disease prevention efforts. Provide evidence of the readiness of the
agency and it's program to integrate genomics and family history into chronic disease prevention and
health promotion planning, policy development, and intervention activities. Identify the specific
components of this, or other chronic disease program announcements, or the crosscutting issues, to
be addressed.

3. Work-plan

Provide a work plan that addresses each of the required elements cited in the Recipient Activities
above. The work plan should include:

a. Program Objectives for each of the Recipient Activities. Objectives should describe what is to
happen, by when, by whom, and to what degree.

b. The proposed method of achieving each of the objectives.

c. The proposed plan for evaluating progress toward attainment of the objectives.

d. A milestone, time line, and completion chart for all objectives for the project period.

4. Budget

Provide a detailed line-item budget with justifications consistent with the purpose and
proposed objectives. Clearly differentiate budget amounts and activities requested through
this component from the resources or activities of other components or programs. Budgets
should include travel for one to two persons to attend a two-day meeting in Atlanta. Proposed
sub-contracts should identify the name of the contractor, if known; describe the services to be
performed; provide an itemized budget and justification for the estimated costs of the
contract; specify the period of performance; and describe the method of selection. If indirect
costs are requested, a copy of the Indirect Cost Rate Agreement should be included.
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G.7. Evaluation Criteria

Applications for this component will be objectively reviewed against the following criteria by an
independent review group appointed by CDC.

1. Background, Need, and Understanding (25 points)

The extent to which the applicant describes Background, Need as presented in the application
content section (F.8.4.), and demonstrates an Understanding of the intent and focus of the program
as presented in the Recipient Requirements (E.8.1).

2. Work Plan

a. Program Objectives (25 points)

The extent to which the applicant presents specific, measurable, and time phased objectives for each
Recipient Requirement (E.8.1..a-e).

b. Methods of Achieving the Objectives (25 points)

The extent to which the applicant's plan for each Recipient Requirement (E.8.1 a-e) will accurately
monitor, and permit re-direction of activities.

c. Plan for Evaluating Progress (15 points)

The extent to which the evaluation plan for each Recipient Requirement (E.8.1 a-e) will accurately
monitor, and permit re-direction of activities.

d. Milestone, Timeline, and Completion Chart (10 points).

The extent to which the chart(s) provided represents an effective tool for monitoring program
progress.

3. Abstract (Not scored)

The extent to which an overview of the program is provided in a clear and concise manner.

4. Budget and Justification (Not scored)

The extent to which the line item budget justification is reasonable and consistent with purpose
of this component and program goal(s) and objectives of the cooperative agreement.

Program Performance Measures

Performance measures for the first year:

1. Evidence that States have performed a review of organizational and operational capacities for
integrating genomics into public health practices and policies.

2. Evidence that States have identified and defined the nature and scope of population-based data,
genomics information, and leadership capacity necessary to integrate genomics into chronic disease
and other public health program activities.

3. Evidence that States have developed and initiated a plan for integrating genomics and risk
assessment tools such as family history into one or more chronic, infectious, environmental,
maternal and child health, or other public health programs.

4. Evidence that the States have formed partnerships with academic institutions, professional
organizations, community and industry groups and involved them in the planning of genomic
integration activities

Five year performance measures:

1. Evidence that the States have integrated genomics and related risk assessment tools, such as
family history, as a routine component of disease investigations and analysis.

2. Evidence that the States have used population-based data and the expanding genomics knowledge
base to develop or revise chronic, environmental, and infectious disease programmatic activities,
interventions, and policies.

3. Evidence that the States have conducted preliminary evaluations of the impact of genomics in case
identification, disease prevention, economic, and disease specific health outcome.
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Note: This section applies to all components.
H. Submission and Deadline
Submit the original and two copies of CDC form 0.1246.
Forms are available in the application kit and at the following Internet address:
http://www.cdc.gov/od/pgo/forminfo.htm
Note: Your application should be submitted as one application but should consist of specific
Categorical Components to allow each categorical program to remove their section of the application
to assist with the preparation of the application. The application must be received by 4:00 p.m.
Eastern Time March 28, 2003. Submit the application to:

Technical Information Management Section- Program Announcement 03022

Procurement and Grants Office

Center For Disease Control and Prevention

2920 Brandywine Road, Room 3000

Atlanta, Georgia 30341-4146
Deadline Applications will be considered as meeting the deadline if they are received before 4:00
p.m. Eastern Time on the deadline date. Applicants sending applications by the United States Postal
Service or commercial delivery services must ensure that the carrier will be able to guarantee
delivery of the application by the closing date and time. If an application is received after closing
due to 1) carrier error, when the carrier accepted the package with a guarantee for delivery by the
closing date and time, or if significant weather delays or natural disasters, CDC will upon receipt of
proper documentation, consider the application as having been received by the deadline.
Applications which do not meet the above criteria will not be eligible for competition and will be
discarded. Applicants will be notified of their failure to meet the submission requirements.

I. Other Requirements

Technical Reporting Requirements

Provide CDC with original plus two copies of

1. Interim progress report, the interim progress report will be due February 15, 2004, and subsequent
interim progress reports will be due on the 15th of February each year through February 15, 2008,
except for Component 6. The second report (annual progress report) is due 90 days after the end of
the budget period (30th of September). The progress report, due in February, will serve as your non-
competing continuation application and must include the following elements:

a. A succinct description the program accomplishments/narrative and progress made in meeting each
Current Budget Period Activities Objectives during the first six months of the budget period (June
30th through December 31st).

b. A succinct description of the program accomplishments/narrative and progress made in meeting
each Current Budget Period Activities Objectives during the first six months of the budget period
(June 30th through December 31st).

c. The reason(s) for not meeting established program objectives and strategies to be implemented to
achieve unmet objectives.

d. Current Budget Period Financial Progress.

e. New Budget Period Proposed Activities and Objectives.

f. Detailed Line-Item Budget and Justification.

g. For all proposed contracts, provide the name of contractor, method of selection, period of
performance, scope of work, and itemized budget and budget justification. If the information is not
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available, please indicate "To Be Determined" until the information becomes available; it should be
submitted to CDC Procurement and Grants Management Office contact identified in this program
announcement.

Applicable for Program Components 2 (Nutrition, Physical Activity and Obesity), 3
(WISEWOMAN), 4 (State-Based Oral Disease Prevention), and 5 (Arthritis), only:

The interim progress report that is due on the 15th of February will also be used as evidence of a
program's readiness to move from level to the next higher level based on attainment of goals and
objectives when funding is available. Applicants wishing to compete for the next funding level
should submit items a, b, d, e, f, and g above and the information requested in the next funding level
Recipient Activities and Application Content identified in this program announcement including a
line item budget and budget justification.

Applicants can be submitted in fiscal years 2004, 2005, 2006, and 2006 but be received by February
15™ of the specific submission year. Funding decisions will be made on the basis of attainment of
current goals and objectives as evidenced by the require reports, application score, and the
availability of funds.

2. Financial status report, no more than 90 days after the end of the budget period. The financial
status report should include an attachment that identifies unspent balances for each program
component.

3. Final financial and performance reports, no more than 90 days after the end of the project period.
Send all reports to the Grants Management Specialist identified in the "Where to Obtain Additional
Information" section of this announcement.

The following additional requirements are applicable to this program.

AR-1 Human Subjects Requirements (Component 2 & 3)

AR-2 Requirements for Inclusion of Women and Racial and Ethnic Minorities in Research
(Component 2 & 3)

AR-7 Executive Order 12372 Review

AR-8 Public Health System Reporting Requirements

AR-9 Paperwork Reduction Act Requirements

AR-10 Smoke Free Workplace Requirements

AR-11 Health People 2010

AR-12 Lobbying Restrictions

J. Where to Obtain Additional Information
For this and other CDC announcements, the necessary applications, and associated forms can be
found on the CDC home page Internet address

http://www.cdc.gov
Click on "Funding" then "Grants and Cooperative Agreements."

Business management and technical assistance may be obtained from:
Lucy Picciolo, Grants Management Specialist

Procurement and Grants Office

Centers for Disease Control and Prevention

2920 Brandywine Road, Room 3000


http://www.cdc.gov
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Atlanta, GA 30341-4146
Telephone number: 770-488-2683

E-mail address: lip6@cdc.gov

Business management technical assistance for the U.S. Territories may be obtained from:
Charlotte Flitcraft, Contract Specialist

Procurement and Grants Office

Centers for Disease Control and Prevention

2920 Brandywine Road, Room 3000

Atlanta, GA 30341-4146

Telephone number: 770-488-2632

E-mail address: cafS@cdc.gov

Business Management technical assistance for Territories may be obtained from:
Charlotte Flitcraft, Contract Specialist

Procurement and Grants Office

Centers for Disease Control and Prevention

2920 Brandywine Road, Room 3000

Atlanta, GA 30341-4146

Telephone number: 770-488-2632

E-mail address: cafS@cdc.gov

For program technical assistance, contact:

Component 1 - Comprehensive State-Based Tobacco Use
Prevention and Control Programs

Dianne May, Program Services Branch

Office on Smoking and Health

National Center for Chronic Disease Prevention and Health Promotion
Centers for Disease Control and Prevention

4770 Buford Hwy, N.E., MS K50

Atlanta, GA 30341

Telephone number: (770) 488-1104

E-mail address: dmay@cdc.gov

Component 2 - State Nutrition and Physical Activity Programs to Prevent Obesity and Other Chronic
Diseases Robin Hamre, Obesity Prevention Programs Team Leader

Division of Nutrition and Physical Activity

National Center for Chronic Disease Prevention and Health Promotion

Center For Disease Control and Prevention

4770 Buford Hwy., NE, MS K24

Atlanta, GA 30341

Telephone number: (770) 488-6050

E-mail address: rwh9@cdc.gov

Component 3 - WISEWOMAN
Julie C. Will, PhD, MPH
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WISEWOMAN Team Leader

Division of Nutrition and Physical Activity

National Center for Chronic Disease Prevention and Health Promotion

Center For Disease Control and Prevention

4770 Buford Hwy., NE, MS K26

Atlanta, GA 30341

Telephone number: (770) 488-6024

E-mail address: jxwb6@cdc.gov

For WISEWOMAN Definitions see WISEWOMAN Guidance Document: Interpretation of
Legislative Language and Existing Documents at http://www.cdc.gov/wisewoman.

Component 4 - State Based Oral Disease Prevention Programs
Kathleen Heiden, RDH, MSPH

Division of Oral Health

National Center for Chronic Disease Prevention and Health Promotion
Center For Disease Control and Prevention

4770 Buford Hwy., NE, MS F10

Atlanta, GA. 30341

Telephone number: (770) 488-6056

E-mail address: orhealthgrants@cdc.gov

Component 5 - Arthritis

Sakeena Smith

Division of Adult and Community Health

National Center for Chronic Disease Prevention and Health Promotion
Center For Disease Control and Prevention

4770 Buford Hwy., NE, MS K66

Atlanta, GA 30341-3717

Telephone (770) 488-5440

E-mail address: szs4@cdc.gov

Component 6 — BRFSS

Ruth lJiles

Division of Adult and Community Health

National Center for Chronic Disease Prevention and Health Promotion
Center For Disease Control and Prevention

4770 Buford Hwy., NE, MS K66

Atlanta, GA 30341-3717

Telephone (770) 488-2542

E-mail address: Rjiles@cdc.gov

Component 7 - Chronic Disease Genomics

Ann Malarcher

Division of Adult and Community Health

National Center for Chronic Disease Prevention and Health Promotion
Center For Disease Control and Prevention
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4770 Buford Hwy., NE, MS K47
Atlanta, GA 30341

Telephone: (770) 488-8006
E-mail address: aym8@cdc.gov
Dated:

Sandra R. Manning, CGFM

Director,

Procurement and Grants Office

Centers for Disease Control and Prevention (CDC)
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K. Appendices
Relevant to WISEWOMAN Component:

Appendix A: Eligibility

| | Competitive | Funding Level | Type of Program
| Applicant | Yes No | ™ 2nd | Standard Enhanced
States
X X X
Alabama X
X X X
Alaska X
. X X X
Arizona X
X X X
Arkansas X
. X X X
California
X X X
Colorado X
. X X X
Connecticut
X X X
Delaware X
. X X X
Florida X
. X X X
Georgia X
. X X X
Hawaii X
X X X
Idaho X
X X X
Illinois
Indiana X X X X
X X X
Iowa
X X X
Kansas X
X X X
Kentucky X
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- X X X
Louisiana X
) X X X
Maine X
X X X
Maryland X
X X X
Massachusetts
. X X X
Michigan
. X X X
Minnesota X
o X X X
Mississippi X
. . X X X
Missouri X
X X X
Montana X
X X X
Nebraska
X X X
Nevada X
. X X X
New Hampshire X
X X X
New Jersey X
) X X X
New Mexico X
X X X
New York X
. X X X
North Carolina
X X X
North Dakota X
. X X X
Ohio X
X X X
Oklahoma X
X X X
Oregon X
X X X
Pennsylvania X
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X X
Rhode Island X
. X X
South Carolina X
X X X
South Dakota
X X
Tennessee X
X X
Texas X
X X
Utah X
X X X
Vermont
L. X X
Virginia X
. X X
‘Washington X
. X X
Washington, D.C. X
L X X
West Virginia X
X X X X
Wisconsin X
X X
Wyoming X
Territories
Funding Level Type of Program
Applicant Competitive ¢ P &
Yes No ™ pA Standard Enhanced
. X X
American Samoa X
X X
Guam X
. X X
N. Mariana Islands X
X X
Puerto Rico X
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X X X
Republic of Palau X
. X X X
Virgin Islands X
Tribes
Tribes
. X X X
Arctic Slope X
X X X X
Cherokee Nation X
. X X X
Cheyenne River X
. . X X X
Consolidated Tribal Health X
. X X X
Hopi X
) ) X X X
Indian Community Health X
. X X X
KAW Nation X
X X X
NARA X
. X X X
Navajo X
X X X
Poach Band X
X X X
South Puget X
X X X
South-Central
X X X
Southeast Alaska
Yukon-Kuskokwim X X X
X
X X X
All other Programs funded by X
NBCCEDP
All other programs not funded .
by NBCCEDP Not eligible
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Appendix B-Type of Program and Performance Requirements

Depending on type of program and level of funding, a project is expected to complete the performance activities detailed in the appropriate cell.

Annual Funding:

2) Test activities using pilot study methods

Funding Level Type of Program and Performance Requirements
Standard Demonstration Project (Available for applicants Enhanced
applying in FY 2003 and FY 2004)
(Available for applicants applying in FY
Standard Best Practices Project
2003 and later
(Available in FY 2005 and later)
First 1) Complete Program Startup Activities found in checklist* 1) Complete Program Startup Activities found in checklist

including IRB protocols*

2) Receive IRB approval

Annual Funding:

$250,000 to $750,000
(Standard);

$750,000 to $1,250,000
(Enhanced)

Funding level for
Standard and Enhanced
Programs depends on
success in meeting or
exceeding performance
requirements.

cholesterol and provide all with health education**

2) Ensure at least 60 percent of new women receive complete
lifestyle intervention.

3) Demonstrate that newly enrolled participants adopt a healthier
lifestyle during the year following enrollment**

4) Demonstrate that at least one quarter of women screened are
newly detected with high blood pressure or high cholesterol.**

5) Demonstrate a reduction in expected coronary heart disease
deaths per 1000 women expected in 10 years***

$50,000 to $250,000 3) Screen 500 women annually for blood pressure and cholesterol
(Standard); and provide all with health education 3) Test methods in pilot study that includes screening and
intervention activities
$250,000 to $500,000 4) Ensure at least 60 percent of newly screened women receive
(Enhanced). complete lifestyle intervention program 4) Demonstrate adequate power to test effectiveness of lifestyle
interventions in a full-scale study
5) If applying in FY 2005 or later, programs must implement
WISEWOMAN-recommended best practices (recommendations 5) Prepare publishable manuscript
available in FY 2005).
Second 1) Screen at least 2500 women each year for blood pressure and 1) Screen and intervene with enough women to achieve statistical

power as determined during 1% level

2) Ensure 75 percent of eligible women in intervention group
receive complete intervention

3) Demonstrate that intervention group adopts a healthier lifestyle
during the year following enrollment**

4) Demonstrate statistically significant difference on one key
outcome

5) Develop monograph and/or training on methods to help other
projects adopt successful program

6) Submit at least one manuscript on methods and results to a
peer-reviewed journal
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*Program Start-Up Checklist developed by the North Carolina WISEWOMAN program is found on
page 18 of the monograph "Integrating Cardiovascular Disease Prevention into Existing Health
Services: The Experience of the North Carolina WISEWOMAN Program" at
http://www.hpdp.unc.edu/wisewoman/manual.htm.

**See GPRA measures developed May 17, 2002 found in WISEWOMAN Guidance Document:
Interpretation of Legislative Language and Existing Documents at http://www.cdc.gov/wisewoman.
***Use Framingham risk formulation that includes smoking, systolic blood pressure, total
cholesterol, and age. This is calculated from minimum data elements.

Appendix C

Framework for Performance Measures of
Nutrition & Physical Activity Programs to Prevent Obesity & Chronic Diseases
Click on Appendix C to see table.

Appendix D
Eligibility for Program Announcement 03022 Chronic Disease Prevention and Health

Promotion Programs
Component 1: State-Based Basic Implementation Tobacco
Prevention and Control Programs
Applications received from current grant recipients under:
Program Announcement 99038, Comprehensive State-Based Tobacco Use Prevention, and Control
Programs, will be funded upon receipt and approval of a technically acceptable application.

Component 3: Well-Integrated Screening and Evaluation for Women Across the Nation
Applications received from current grant recipients under

Well Integrated Screening and Evaluation for Woman Across the nation (WISEWOMAN):

Program announcement 00115 WISEWOMAN

Program Announcement 99135 WISEWOMAN

Program Announcement 01098 WISEWOMAN Enhanced, will be funded upon receipt and approval
of a technically acceptable application.

Component 4: State-Based Oral Disease Prevention Program

Applications received from current grant recipients under:

Program Announcement 01046 Support State Oral Disease Prevention Programs, will be funded
upon receipt and approval of a technically acceptable application.

Component 5: Arthritis

Applications received from current grant recipients under:

Program Announcement 01097 Reducing the Impact of Arthritis and Other Rheumatic Conditions,
will be funded upon receipt and approval of a technically acceptable application.

Component 6: Behavioral Risk Factor Surveillance Systems (BRFSS)

Applications received from current grant recipients under:
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Program Announcement 99044 Behavioral Risk Factor Surveillance System (BRFSS), will be
funded upon receipt and approval of a technically acceptable application.

AR-1

Human Subjects Requirements

If the proposed project involves research on human subjects, the applicant must comply with the
Department of Health and Human Services (DHHS) Regulations (Title 45 Code of Federal
Regulations Part 46) regarding the protection of human research subjects. All awardees of CDC
grants and cooperative agreements and their performance sites engaged in human subjects research
must file an assurance of compliance with the Regulations and have continuing reviews of the
research protocol by appropriate institutional review boards.

In order to obtain a Federalwide Assurance (FWA) of Protection for Human Subjects, the applicant
must complete an on-line application at the Office for Human Research Protections (OHRP) website
or write to the OHRP for an application. OHRP will verify that the Signatory Official and the
Human Subjects Protections Administrator have completed the OHRP Assurance
Training/Education Module before approving the FWA. Existing Multiple Project Assurances
(MPAs), Cooperative Project Assurances (CPAs), and Single Project Assurances (SPAs) remain in
full effect until they expire or until December 31, 2003, whichever comes first.

To obtain a FWA contact the OHRP at:

http://ohrp.osophs.dhhs.gov/irbasur.htm OR

If your organization is not Internet-active, please obtain an application by writing to:

Office for Human Research Protections (OHRP)

Department of Health and Human Services

6100 Executive Boulevard, Suite 3B01, MSC 7501

Rockville, Maryland 20892-7507

(Note: For Express or Hand Delivered Mail, Use Zip Code 20852)

Note: In addition to other applicable committees, Indian Health Service (IHS) institutional review
committees must also review the project if any component of IHS will be involved with or will
support the research. If any American Indian community is involved, its tribal government must also
approve the applicable portion of that project.

AR-2

Requirements for Inclusion of Women and Racial and Ethnic Minorities in Research

It is the policy of the Centers for Disease Control and Prevention (CDC) and the Agency for Toxic
Substances and Disease Registry (ATSDR) to ensure that individuals of both sexes and the various
racial and ethnic groups will be included in CDC/ATSDR-supported research projects involving
human subjects, whenever feasible and appropriate. Racial and ethnic groups are those defined in
OMB Directive No. 15 and include American Indian or Alaska Native, Asian, Black or African
American, Hispanic or Latino, Native Hawaiian or Other Pacific Islander. Applicants shall ensure
that women, racial and ethnic minority populations are appropriately represented in applications for
research involving human subjects. Where clear and compelling rationale exist that inclusion is
inappropriate or not feasible, this situation must be explained as part of the application. This policy
does not apply to research studies when the investigator cannot control the race, ethnicity, and/or sex
of subjects. Further guidance to this policy is contained in the Federal Register, Vol. 60, No. 179,
pages 47947-47951, and dated Friday, September 15, 1995.
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AR-7

Executive Order 12372 Review

Applications are subject to Intergovernmental Review of Federal Programs, as governed by
Executive Order (E.O.) 12372. The order sets up a system for State and local governmental review
of proposed Federal assistance applications. Applicants should contact their State single point of
contact (SPOC) as early as possible to alert the SPOC to prospective applications and to receive
instructions on the State process. For proposed projects serving more than one State, the applicant
should contact the SPOC for each State affected. Click on the following link to get the current SPOC
list

http://www.whitehouse.gov/omb/grants/spoc.html

SPOCs who have recommendations about the State process for applications submitted to CDC
should send them, in a document bearing the program announcement number, no more than 60 days
after the application deadline date, to the Grants Management Specialists listed above in the program
announcement.

If Indian tribes are eligible applicants for the above program announcement, SPOCs or tribal
governments that have recommendations about an application submitted to CDC should send them,
in a document bearing the program announcement number, no more than 60 days after the
application deadline date, to the Grants Management Specialist listed in the program announcement
listed above.

CDC does not guarantee to accept or justify its nonacceptance of recommendations that are received
more than 60 days after the application deadline.

AR-8
Public Health System Reporting Requirements
This program is subject to the Public Health System Reporting Requirements. Under these
requirements, all community-based non-governmental organizations submitting health services
applications must prepare and submit the items identified below to the head of the appropriate State
and/or local health agency(s) in the program area(s) that may be impacted by the proposed project no
later than the application deadline date of the Federal application. The appropriate State and/or local
health agency is determined by the applicant. The following information must be provided:
A. A copy of the face page of the application (SF 424).
B. A summary of the project that should be titled "Public Health System Impact Statement"
(PHSIS), not exceed one page, and include the following:

A description of the population to be served;

A summary of the services to be provided; and

A description of the coordination plans with the appropriate state and/or local health agencies.
If the State and/or local health official should desire a copy of the entire application, it may be
obtained from the State Single Point of Contact (SPOC) or directly from the applicant.

AR-9

Paperwork Reduction Act Requirements

Projects that involve data collection from 10 or more persons and that are funded by grants and
cooperative agreements will be subject to review and approval by the Office of Management and
Budget (OMB).
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If required information is being collected from 10 or more persons for a cooperative agreement and
CDC has not received OMB approval, under the Paperwork Reduction Act, projects that involve the
collection of information from 10 or more individuals and funded by a cooperative agreement will
be subject to review and approval by the Office of Management and Budget (OMB).

If required information is being collected from 10 or more persons for a grant and CDC has not
received OMB approval, under the Paperwork Reduction Act, projects that involve the collection of
information from 10 or more individuals and funded by a grant will be subject to review and
approval by the Office of Management and Budget (OMB).

If OMB approval has been obtained for data collection resulting from this program, insert the
following with requested information completed.

Data collection initiated under this grant/cooperative agreement) has been approved by the Office of
Management and Budget (OMB) under OMB number (0920-xxxx for CDC and 0923-xxxx for
ATSDR), (insert title of clearance request), (insert expiration date).

If OMB clearance is pending for data collection resulting from this program, insert the following
statement:

OMB clearance for the data collection initiated under this grant/cooperative agreement is pending
approval by OMB.

AR-10

Smoke-Free Workplace Requirements

CDC strongly encourages all recipients to provide a smoke-free workplace and to promote
abstinence from all tobacco products. Public Law 103-227, the Pro-Children Act of 1994, prohibits
smoking in certain facilities that receive Federal funds in which education, library, day care, health
care, or early childhood development services are provided to children.

AR-11

Healthy People 2010

CDC is committed to achieving the health promotion and disease prevention objectives of "Healthy
People 2010," a national activity to reduce morbidity and mortality and improve the quality of life.
For the conference copy of "Healthy People 2010," visit the internet site:
http://www.health.gov/healthypeople.

AR-12

Lobbying Restrictions

Applicants should be aware of restrictions on the use of HHS funds for lobbying of Federal or State
legislative bodies. Under the provisions of 31 U.S.C. Section 1352, recipients (and their subtier
contractors) are prohibited from using appropriated Federal funds (other than profits from a Federal
contract) for lobbying congress or any Federal agency in connection with the award of a particular
contract, grant, cooperative agreement, or loan. This includes grants/cooperative agreements that, in
whole or in part, involve conferences for which Federal funds cannot be used directly or indirectly to
encourage participants to lobby or to instruct participants on how to lobby.

In addition no part of CDC appropriated funds, shall be used, other than for normal and recognized
executive-legislative relationships, for publicity or propaganda purposes, for the preparation,
distribution, or use of any kit, pamphlet, booklet, publication, radio, television, or video presentation
designed to support or defeat legislation pending before the Congress or any State or local
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legislature, except in presentation to the Congress or any State or local legislature itself. No part of
the appropriated funds shall be used to pay the salary or expenses of any grant or contract recipient,
or agent acting for such recipient, related to any activity designed to influence legislation or
appropriations pending before the Congress or any State or local legislature.

Any activity designed to influence action in regard to a particular piece of pending legislation would
be considered "lobbying." That is lobbying for or against pending legislation, as well as indirect or
"grass roots" lobbying efforts by award recipients that are directed at inducing members of the public
to contact their elected representatives at the Federal or State levels to urge support of, or opposition
to, pending legislative proposals is prohibited. As a matter of policy, CDC extends the prohibitions
to lobbying with respect to local legislation and local legislative bodies.

The provisions are not intended to prohibit all interaction with the legislative branch, or to prohibit
educational efforts pertaining to public health. Clearly there are circumstances when it is advisable
and permissible to provide information to the legislative branch in order to foster implementation of
prevention strategies to promote public health. However, it would not be permissible to influence,
directly or indirectly, a specific piece of pending legislation

It remains permissible to use CDC funds to engage in activity to enhance prevention; collect and
analyze data; publish and disseminate results of research and surveillance data; implement
prevention strategies; conduct community outreach services; provide leadership and training, and
foster safe and healthful environments.

Recipients of CDC grants and cooperative agreements need to be careful to prevent CDC funds from
being used to influence or promote pending legislation. With respect to conferences, public events,
publications, and "grassroots" activities that relate to specific legislation, recipients of CDC funds
should give close attention to isolating and separating the appropriate use of CDC funds from non-
CDC funds. CDC also cautions recipients of CDC funds to be careful not to give the appearance that
CDC funds are being used to carry out activities in a manner that is prohibited under Federal law.

CDC Home Page: http://www.cdc.gov
CDC Funding Web Page: http://www.cdc.gov/od/pgo/funding/funding.htm
CDC Forms Web Page: http://www.cdc.gov/od/pgo/forminfo.htm
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Appendix E
WISEWOMAN Program Start-up Checklist

v Responsibilities
State | Local

WISEWOMAN Program Start-up Checklist

Project Administration Tasks

0 1. Hire/identify staff to plan and administer program.
0 2. Establish and convene an advisory committee to assist
with screening and intervention development.

0 3. Establish program guidelines, based on CDC
requirements:
e Target population/eligibility requirements.
e Services to be provided and protocols.
e Use of program funds.
e Reporting requirements.

0 4. Submit program protocols to CDC for approval. Enhanced
projects must also receive Institutional Review Board
approval.

0 5. Develop plan to identify/select clinics to implement
program at local level (e.g., competitive application
process).

a 6. Establish contracts between state and local clinics for
program implementation.

0 7. Establish payment/reimbursement system between state
and local clinics.

a 8. Establish contracts between state and collaborative
partners.
Project Development Tasks

1. Establish protocols for CVD clinical services .

2. Plan CVD intervention strategy and identify/develop
intervention materials for participants.

3. Develop program evaluation plans.

Qa Qna

4. Develop program forms and letters:
e Participant informed consent form.
e Medical release form.
e Physician referral form.
« Clinical follow-up letters to physicians.
e Clinical follow-up letters to participants.
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e Participant enrollment, baseline screening,
and follow-up forms.

0 5. Create centralized database to house participant data
from local clinics.

0 6. Develop participant tracking system to ensure timely
follow-up of clinic visits, medical referrals, and intervention
visits.

0 7. Develop program manual of administrative policies,
clinical protocols, quality assurance, and educational
resources for local clinics.

0 8. Develop training curriculum on program implementation
for local clinics.

0 9. Identify clinical laboratory services.

0 10. Identify physicians in community to partner with

program and accept medical referrals; contract with
physicians to provide care.

Project Start-up Tasks

0 1. Identify clinic space needed for delivery of clinical
services and behavioral intervention.

a 2. Train all staff involved with the administration/
implementation of the program at local clinics.

0 3. Ensure that local clinics have all necessary program
materials for program start-up (e.g., intervention materials,
consent forms, participant baseline screening and clinical
follow-up forms).

0 4. Conduct participant recruitment and community outreach
activities.

0 5. Enroll participants and begin providing clinical and

intervention services.

Source: Adapted from North Carolina’s WISEWOMAN Program Start-up Checklist
(University of North Carolina, 2001, p. 18).
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Appendix F
Orientation to WISEWOMAN

The WISEWOMAN project officer will provide an orientation of the program to newly
funded WISEWOMAN project staff within 90 days of the award. The preferred method
for this type of in-depth orientation is through a site visit.

Depending on the situation, the WISEWOMAN project officer may also want to conduct
an orientation site visit with a new program director or project coordinator who has
been hired into an existing WISEWOMAN project.

If this is a newly funded WISEWOMAN project, the project officer will want to make
sure that the staff members have access to copies of the following materials:

WISEWOMAN guidance document, 7he Heart of the Matter.
North Carolina’s WISEWOMAN monograph.

Minimum Data Elements (MDE) User’s Guide.

Success Stories documents.

WISEWOMAN Journal of Women'’s Health supplement.

If the orientation is to a new coordinator in an established WISEWOMAN project, make
sure that she or he has a copy of Program Announcement 03022 (component 3—
WISEWOMAN; see Appendix D), and review the recipient activities and other pertinent
sections of this announcement.

Important Web Sites
e http://wisewoman.forum.cdc.gov
e http://wisewoman.rti.org
e http://www.hpdp.unc.edu/nph/

User IDs and passwords are needed to access the WISEWOMAN/Research Triangle
Institute (RTI) Web site and the WISEWOMAN Web forum.

The following list of topics was created to be used by the project officer during the
orientation site visit.

No. | Source Topic

1. L Organizational charts (agency, center, division, CDC Futures
Initiative)

2. P Document that describes what you can expect from your CDC
WISEWOMAN project officer (may want to discuss this at the
beginning of the orientation)
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3. L History of WISEWOMAN

4, B Component 3 of the Request for Applications (RFA)—focus on
recipient activities

5. B/P Performance indicators

6. P Important dates

7. B Suggested Progress Report format (see RFA for guidance; the
current guidance document needs to be revised)

8. GD Executive Summary from the guidance document (review each and

every policy with the new project staff)

3

9. GD Start-up Checklist

10. | GD" List of protocols located in the guidance document

11. | B/L At-a-Glance document and other WISEWOMAN publications

12. | P/L Data User’s Manual (in a three-ring binder)

13. |L Resources and publications that include information on the Nutrition
and Public Health Course

14. |L/B Summary of other WISEWOMAN projects (go to Web site or refer to
Journal of Women's Health supplement)

15. | P/L Institutional Review Board (IRB) information for enhanced projects

B/P = Bring/Provide.

GD = WISEWOMAN guidance document, 7he Heart of the Matter.
L = Link to URL.

* Might be unnecessary to review with established projects.
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Appendix G
Consent Form Checklist for Standard
WISEWOMAN Projects*

To assist standard projects in developing a consent form that addresses the activities
of the WISEWOMAN program, the following checklist was developed. The /talicized

statements provide an example of how a project may decide to convey this
information.

* Enhanced (research) projects should refer to CDC’s Web site for Human Subject Research,

which contains information about consent forms at http://www.cdc/od/ads/hrs2.htm.

REQUIRED ELEMENTS

Check

Purpose and procedures of program

help women reduce their risk for heart disease and other chronic diseases.

to talk about easy ways to eat smart, be fit, and live well.

I agree to be in the (name of) program. This program has been designed to

This program provides free screening tests and a coach who will contact me

List of screening tests

I agree to have my height, weight, waist circumference, blood pressure,
cholesterol, and glucose measuredy/tested. In addition, I understand that I
will be asked some medical history and health behavior questions.

Comment about side effects/discomfort of lab tests

The screening tests and possible side effects or discomfort have been
explained to me.

Return one year later

I understand that I will be asked to return one year from now, even if my
screening results were normal, to complete the same tests and paperwork
again. It is very important that I return for this second office visit, because
the information will be used to figure out if this program was useful.
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Obligation to refer women with abnormal screening results

Physical activity clearance may be needed prior to receiving information on
increasing physical activity.

I may drop out of this program at any time.

Confidentiality statement

Contact info for questions

OTHER CONSIDERATIONS

Eligibility criteria

Billing responsibility

A statement about sharing information with doctor, health department, and
the Centers for Disease Control and Prevention

Health Insurance Portability and Accountability Act (HIPAA) info is usually
included separately from the consent form, because there may be revisions
needed for the consent form but not needed for the HIPAA.

Many WISEWOMAN projects and Breast and Cervical Cancer Early Detection
Programs use the same (one) consent form, which is especially useful if the
programs want to provide comprehensive services in a “one-stop” manner.
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(http://www.cdc.gov/cancer/nbccedp/training/workplans/)
(http://www.cdc.gov/eval/framework.htm)
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Appendix J
WISEWOMAN Project Summary Report

Using the Minimum Data Elements to Inform Stakeholders of Progress
and to Assist with Project Management
Data through December 31, 2004

Date of the Report: June 23, 2005

Project: All Projects
Screening Data Begins: February 2000 MA
October 2000 SCF
January 1998 NC
Sep-Oct. 2001 NE, CT, MI, SD, SEARHC
August 2002 VT
October 2002 1A
December 2003 IL
March 2004 MO
July 2004 wv

SECTION 1: NUMBER OF WOMEN AND SCREENINGS

CDC
Minimum
Historical: Year 2003: Year 2004: Standard per
Number of Jan98 - Dec02 Jan-Dec Jan-Dec Total year*
Total Screenings 19,765 16,685 21,057 57,507 2,500
New Women Screened 15,126 12,954 12,924 41,004
Range for new screens 19-6,121 7-4,131 29-3,115 29-9,269

(Project’s min & max)

Comments: The number of Total Screenings refers to the total number of cardiovascular risk factor
screenings that have taken place. This number may include baseline screening and annual re-screening.

The number of New Women Screened refers to the number of women who have been screened through
WISEWOMAN for cardiovascular disease (CVD) risk factors for the first time. At a minimum, participants
are screened to determine if they have abnormal BMI, blood pressure, and cholesterol. Each woman is also
asked health behavior questions to learn more about her diet, physical activity, and tobacco use.

*The minimum number of women that a project is to screen is determined by the type of project (standard
or enhanced) and the funding level (level one or level two per Appendix B in Program Announcement
03022). The minimum number of women screened for enhanced (intervention research) projects is
individualized and based on power calculations. Standard projects that receive level one funding are to
screen a minimum of 500 women each year. Standard projects that receive level two funding are to screen a
minimum of 2500 women each year.
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SECTION 2: EVALUATION (First Annual) SCREENING VISIT

Annual Re-Screens

Baseline Period

Re-Screened at
10-14 months

Re-Screened at
15-18 months

Re-Screened at
19-24 months

Re-Screened at
>24 months

Jan-Dec 03 31% (4013/ 12930) | 6% ( 713/ 12930) | 1% ( 86/12930) |0% ( 0/ 12930)
Jan-Dec 02 28% (1790/ 6435) |8% ( 516/ 6435) | 5% ( 346/ 6435) |4% ( 237/ 6435)
Jan-Dec 01 27% ( 744/ 2777) | 7% ( 208/ 2777) | 6% ( 161/ 2777) |8% ( 223/ 2777)
Jan-Dec 00 24% ( 489/ 2028) |6% ( 119/ 2028) |4% ( 81/ 2028) |6% ( 130/ 2028)
prior to Jan 00 | 37% ( 947/ 2583) |7% ( 168/ 2583) |4% ( 107/ 2583) |9% ( 244/ 2583)

CDC Standard | 75%

Comments: % refers to the percent of women re-screened in the specified time period, the numerator is the
number of women re-screened in the specified time period, the denominator is the total number of women
screened during baseline period.

CVD screening results are collected each year to help determine if the WISEWOMAN program is effective.
Although national guidelines may indicate that a woman with a normal value does not need to be re-screened
one year later (national clinical guidelines recommend that people with normal blood pressure return in 2 years;
normal cholesterol, 5 years; normal glucose, 3 years), the WISEWOMAN program requires annual screening to
facilitate program evaluation. A minimum of 75% of all women initially screened will return for one annual re-
screen per CDC performance indicator standard.

SECTION 3: INTERVENTION ATTENDANCE

Intervention Session Attendance

Number of
Intervention Historical: Year 2003: Year 2004: CDC
Sessions Jan98 - Dec02 Jan-Dec Jan-Dec Standard
0 26% (3920/14854) | 41% (5047/12277) | 45% (5546/12198)
>=1 74% (10934/14854) | 59% (7230/12277) | 55% (6652/12198) |75%
Complete 43% (6330/14854)  |33% (4099/12277) | 28% (3367/12198) | 60%

Comments: % refers to the percent of women with a baseline visit attending specified number of intervention
sessions or completing a core set of interventions; the numerator is the number of women attending specified
number of intervention sessions or completing a core set of interventions, the denominator is the total number of
women with a baseline visit. For enhanced projects, the number of women in the denominator is the total
number of women with a baseline visit assigned to an intervention group.

Health promoting lifestyle interventions have been designed to provide WISEWOMAN participants with the
knowledge, skills, and opportunities needed to improve diet, physical activity, and other life habits (like tobacco
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cessation counseling) to prevent, delay, or control CVD and other chronic diseases. To meet the CDC
performance standard, 75% of women who have received CVD risk factor screening must attend at least one
intervention session, and 60% must complete all intervention sessions.

SECTION 4: AGE PROFILE

Age Historical: Year 2003: Year 2004:
Category Jan98 - Dec02 Jan-Dec Jan-Dec
Age<30 0% ( 2/12954) 0% ( 6/12924)
Age 30-39 | 1% ( 182/15126) |3% ( 440/12954) |4% ( 504/12924)
Age 40-49 |35% (5255/15126) |45% ( 5865/12954) | 47% ( 6046/12924)
Age 50-64 | 62% (9428/15126) |51% ( 6626/12954) |49% ( 6342/12924)
Age>=65 2% ( 261/15126) |0% ( 21/12954) | 0% ( 26/12924)

Comments: % refers to the percent of women with a baseline visit in the specified age category, the numerator
is the number of women in the specified age category, the denominator is the total number of women with a
baseline visit.

WISEWOMAN services are provided to 40- to 64-year-old women who are enrolled in the state or tribal
organization’s BCCEDP.

The WISEWOMAN Program has granted special permission to two projects (SD and SEARHC), which allows
them to provide WISEWOMAN screening and intervention to women aged 30-64 years.

SECTION 5: BASELINE RISK PROFILE

Historical: Year 2003: Year 2004:
Risk Factor Jan98 - Dec02 Jan-Dec Jan-Dec
a) Pre-Hypertension (120/80-139/89) 33% (4683/14403) |35% (4320/12512) | 34% ( 4240/12570)
b) Hypertension (>=140/90 or meds) 42% (6031/14403) |36% (4474/12512) |35% (4337/12570)
c¢) Borderline High Cholesterol (200-239) 35% (4941/14232) | 33% ( 4056/12458) | 32% (4041/12557)
d) High Cholesterol (>=240 or meds) 30% (4312/14232) | 27% ( 3382/12458) | 27% ( 3380/12557)

e) Pre-Diabetes (BG 100-125)*

14% ( 1226/ 9064)

16% ( 1326/ 8213)

15% ( 1145/ 7767)

f) Diabetes (BG>=126 or history or meds)

10% ( 871/ 9064)

10% ( 827/ 8213)

10% ( 805/ 7767)

g) Smoking 25% (3649/14713) | 26% ( 3404/12906) | 28% ( 3629/12855)
h) Overweight (BMI 25-29.9) 30% (4259/14060) |30% ( 3604/12013) | 29% ( 3501/12141)
i) Obese (BMI>=30) 43% ( 6022/14060) |45% ( 5351/12013) | 45% ( 5430/12141)

j) None of the Above

6% ( 834/15126)

5% ( 710/12954)

6% ( 753/12924)
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Comments: % refers to the percent of women at baseline with a risk factor, the numerator is the number of
women at baseline with a risk factor, the denominator is the total number of women at baseline with non-
missing lab data.

*Pre-Diabetes is defined as a fasting blood glucose 100-125mg/dl or a non-fasting glucose 140-199 mg/dl.
Diabetes is defined as a fasting blood glucose>=126mg/dl or a non-fasting glucose >=200 mg/dl or history of
diabetes or taking medication for diabetes.

SECTION 6: NEWLY DETECTED CASES

Historical: Year 2003: Year 2004:
Risk Factor Jan98 - Dec02 Jan-Dec Jan-Dec
Hypertension 29% (1726/6031) | 28% (1249/4474) | 27% (1165/4337)
High Cholesterol | 45% (1929/4312) |42% (1429/3382) {40% (1361/3380)
Diabetes 24% (209/871)  |25% (208/ 827) |26% (209/ 805)

Comments: % newly detected refers to the percent of women with a risk factor at baseline who state that they
do not take medications for this condition, nor have they been told previously that they have this condition. The
numerator is the number of women who state that they do not take medications for a specified condition, nor
have they been told previously that they have this condition. The denominator is the total number of women at
baseline with an abnormal reading for a specified measurement.

SECTION 7: CHANGES IN CHD/CVD RISK

Research Sites:

Control Group Intervention Group
Baseline Period:
Jan 00 - | Jan-Dec Jan-Dec All Jan 00 - | Jan-Dec | Jan-Dec All
Predicted Risk Statistic Dec 01 02 03 periods Dec 01 02 03 periods
10yr CHD Baseline 3.8 5.8 6 5.9 53 53 6.1 5.9
risk, lyr Follow-Up 3.8 5 5.7 5.5 5.5 4.5 5.6 54
Anderson % Change -1.5 -13.5% -5.4% -6.9% 3.1 -16* -8.3% -9.2%
N 17 96 345 458 22 83 265 370
Syr CVD risk, | Baseline 2.6 3.1 3.8 3.6 39 33 3.7 3.6
Jackson lyr Follow-Up 2.8 3 35 34 35 2.5 35 33
% Change 5.6 -2.5 -6.9% -5.7* -8.8 | -22.9%# -5.7 -9.4%
N 17 96 345 458 22 83 265 370

*indicates statistically significant changes from zero (p<0.05)
#indicates statistically significant differences between control and intervention groups (p<0.05)
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Standard Sites:
Baseline Period:

Predicted Risk Statistic prior to Jan 00 | Jan 00 -Dec 01 | Jan-Dec 02 Jan-Dec 03 | All periods

10yr CHD risk, Anderson | Baseline 8.8 6.8 6.0 5.7 6.4
lyr Follow-Up 7.9 6.6 5.5 5.4 5.9

% Change -11.0* -3.6 -8.5% -5.1% -6.7*

N 870 965 1331 2981 6147

Syr CVD risk, Jackson Baseline 5.5 43 3.5 33 3.8
lyr Follow-Up 4.8 3.9 3.2 3.0 34

% Change -12.5% -9.0%* -8.3* -7.9% -9.1%

N 870 965 1331 2981 6147

*indicates statistically significant changes from zero (p<0.05)

Comments: N refers to the number of women with a baseline screening in the specified time period who
have completed 1-year followup and have non-missing data for all elements required to calculate the risk

Score.

Anderson’s calculator estimates a 10-year probability of developing a coronary heart disease (CHD).
Jackson’s calculator estimates a 5-year probability of developing cardiovascular disease (which includes
CHD and stroke, heart failure, and peripheral vascular disease). Both calculators use sex, age, systolic blood
pressure, total cholesterol, high-density lipoprotein cholesterol, smoking, and diabetes status as input risk
factors. Jackson’s calculator also accounts for diastolic blood pressure.

Sources:

1. Anderson KM, Wilson PW, Odell PM, Kannel WB. An updated coronary risk profile. A statement for
health professionals. Circulation 1991 Jan;83(1):356-362.

2. Jackson R. Updated New Zealand cardiovascular disease risk-benefit prediction guide. BMJ
2000;320(7236):709-710.
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SECTION 8: CHANGES IN CVD RISK FACTORS

Research Sites:
Percent Change from Baseline to Follow-Up

Control Group | Intervention Group
Baseline Period:
Jan00 -Dec | Jan-Dec | Jan-Dec All Jan00 - | Jan-Dec Jan- All
Factor 01 02 03 periods | Dec 01 02 Dec 03 | periods
SBP -6.4* -0.9 -1.1 -1.4% -4.9* -1 -0.5 -1
DBP -2.7 -0.3 -1.5% -1.3* 0.9 -1.8 0.3 -0.1
TC 0.4 -4.5% -2.6* -2.8% 0.5 0.4 -3.3* -2.2%
BG 8.8% 1.2 23 2.6 5.5% 6.6* 2.1 1.9
Weight -0.2 0.2 0.1 0.1 -1.9 -0.1 -0.9* -0.9*
Smoking 0 0 -3.8 -2.8 0 -15.6 6.5 -1
*indicates statistically significant changes from zero (p<0.05)
#indicates statistically significant differences between control and intervention groups (p<0.05)
Standard Sites:
Percent Change from Baseline to Follow-Up
Baseline Period:
Factor prior to Jan 00 | Jan00-Dec01 | Jan-Dec 02 Jan-Dec 03 All periods

SBP -1.9* -1.2* -0.6* -0.9* -1*

DBP -1.5% -1.6* -1.5* -0.8%* -1.2%

TC -1.5% -2.8* -1.2* -1.8* -1.8*

BG . 0.5 0.2 0.5 0.4

Weight 0.6* -0.3 0 0 0

Smoking -15.3% -12.1* -10.8* -5.7* -9.1*

*indicates statistically significant changes from zero (p<0.05)
#indicates statistically significant differences between control and intervention groups (p<0.05)

SECTION 9: CHANGES IN PHYSICAL ACTIVITY AND NUTRITION VARIABLES

n/a
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SECTION 10: ALERT VALUES
Mean Days Mean
From Days From %
N % Screen to Screen to | Already %
with | Referred | Referral Seen on Meds | Prescribed
Period Risk Factor Alert N) (range) % Seen (N) (range) (N) Meds (N)
1). Year 2004 (Jan-Dec) Blood Pressure 97168% (66) |2( 0, 33) |82% (54) 8( 0, 87) [57% (31)|31% (17)
(>180/110)
Glucose (>375) 9178% ( 7) |0( 0, 2) [86%( 6) 500, 22) [67%(4) [17%( 1)
Total Cholesterol 19179% (15) |5( 0, 29) |93% ( 14) 32( 0, 7% (1) |57%( 8)
(>400) 136)
2). Year 2003 (Jan-Dec) Blood Pressure 114170% (80) |1( 0, 56) |94% (75) 11( 0, 52% (139) |41% (31)
(>180/110) 134)
Glucose (>375) 14(79% (11) |1 0, 5) |100% ( 11) 00, 2) |36%(4) |45%( 5)
Total Cholesterol 16169% (11) |9( 0, 49) |91% ( 10) 9(-13, 50)|0% ( 0) [50% ( 5)
(>400)
3). Historical (prior to Blood Pressure 187 45% (85) |0( 0, 11) |94% ( 80) 20( 0, 58% (146) |35% (28)
Jan'03) (>180/110) 428)
Glucose (>375) 30(143% (13) |2(-4, 9) |77% (10) 15( 0, 50% ( 5) |20% ( 2)
92)
Total Cholesterol 24 163% (15) |4( 0, 27) |87% (13) 15( 0, 23% ( 3) |31%( 4)
(>400) 51)
4). CDC Standard 95% (w/in 1
wk)

Comments: % referred is out of those with an alert value, % seen is out of those referred, and % already

prescribed med and % prescribed meds is out of those seen. All women who have an alert screening value will
be evaluated immediately or within one week. The percent of women with an alert screening value who fail to
follow through with the health care provider immediately or within one week will be no more than 5 percent.

SECTION 11: MISSING SECOND BLOOD PRESSURES

Error

Historical: Jan98 -
Dec02

Year 2003: Jan-
Dec

Year 2004: Jan-
Dec

% Missing

0% ( 0/18862)

0% ( 0/16052)

0% ( 16/20438)

% 777 (refused)

0% ( 16/18862)

0% ( 43/16052)

0% ( 62/20438)

% 888 (unable to obtain)

0% ( 22/18862)

3% ( 428/16052)

3% ( 645/20438)

% 999 (not tested)

60% (11308/18862)

18% ( 2854/16052)

14% ( 2935/20438)

All of the Above

60% (11346/18862)

21% (13325/16052)

18% (13658/20438)

Comments: % refers to the percent of records with a specified error. The numerator is the number of records
with a specified error. The denominator is the number of total records in the specified time period.
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Health Promotion Interventions for Disadvantaged
Women: Overview of the WISEWOMAN Projects
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ABSTRACT

Background: The Well-Integrated Screening and Evaluation for Women Across the Nation
(WISEWOMAN) program aims to remove racial and ethnic disparities in health by address-
ing the screening and intervention needs of midlife uninsured women. This paper describes
the WISEWOMAN program requirements, the design of the 12 projects funded in 2002, the
use of a standardized data reporting and analysis system, risk factors among participants, ef-
fective behavioral strategies, and plans for the future.

Methods: The WISEWOMAN demonstration projects are examining the feasibility and ef-
fectiveness of adding a cardiovascular disease (CVD) prevention component to the early de-
tection of breast and cervical cancer. Women aged 40-64 are eligible if they are enrolled in
the National Breast and Cervical Cancer Early Detection Program (NBCCEDP) in selected U.S.
states and are financially disadvantaged and lack health insurance. The primary outcome mea-
sures are blood pressure, lipid levels, and tobacco use. Intermediate measures include self-
reported diet and physical activity, measures of readiness for change, and barriers to behav-
ior change.

Results: During 2002, the 10 projects that were fully operational screened 8164 financially
disadvantaged women and developed culturally and regionally appropriate nutrition and
physical activity interventions for a variety of racial and ethnic backgrounds. Twenty-three
percent of the women screened had high total cholesterol, with 48% of these being newly di-
agnosed. Thirty-eight percent of the women had high blood pressure, with 24% being newly
diagnosed. Approximately, 75% of participants were either overweight or obese, and in some
sites up to 42% were smokers.

Conclusions: The WISEWOMAN demonstration projects have been successful at reaching
financially disadvantaged and minority women who are at high risk for chronic diseases.
These projects face challenges because they are generally implemented by safety net providers
who have limited resources and staff to conduct research and evaluation. On the other hand,
the findings from these projects will be especially informative in reducing health disparities
because they are conducted in those settings where the most socially and medically vulnera-
ble women receive care.

ICenters for Disease Control and Prevention, Division of Nutrition and Physical Activity, Atlanta, Georgia.
2RTI International, Health, Social and Economics Research, Research Triangle Park, North Carolina.
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INTRODUCTION

MAGINE A WORLD WHERE ANY WOMAN can access

preventive health services and gain the wisdom
to improve her health. This is the vision promoted
by the Well-Integrated Screening and Evaluation
for Women Across the Nation (WISEWOMAN)
program. To achieve this vision, fundamental
changes in our society’s healthcare systems are
needed. At present, roughly 1 in 5 working-age
women lacks health insurance,! and minority pa-
tients, even when insured, are less likely than
whites to enjoy a consistent relationship with a
provider.? The lack of health insurance and of a
usual source of care has been described by the
American Society of Internal Medicine (American
College of Physicians) and the Institute of Medi-
cine as a barrier to receiving important preven-
tive care.l® Ensuring access to preventive health
services, therefore, requires expanding healthcare
coverage and ensuring consistent and trusting
relationships between providers and patients.
However, research on racial and ethnic dispari-
ties in healthcare indicates that even after ac-
counting for insurance and income, some social
groups still receive unequal treatment.? The rea-
sons for these disparities are complex and may
be occupational, cultural, or linguistic. Thus, pre-
ventive healthcare strategies that are sensitive to
the economic and cultural context of women'’s
lives are also needed.

The WISEWOMAN program was authorized
by Congress in 1993 and funded in 1995. Because
they recognized an opportunity to increase the
provision of preventive health services to finan-
cially disadvantaged and uninsured women, the
U.S. Congress asked the Centers for Disease Con-
trol and Prevention (CDC) to develop and evalu-
ate the provision of cardiovascular disease (CVD)
and other prevention services to women who
were already attending the National Breast and
Cervical Cancer Early Detection Program (NBC-
CEDP). In response to this request, CDC invited
state and territorial departments of health and
tribal agencies to design creative strategies to add
CVD screening and lifestyle interventions to their
breast and cervical cancer screening programs.

During Phase One of the WISEWOMAN pro-
gram (1995-1998) (Fig. 1), awards were given to
three state health departments (North Carolina,
Massachusetts, and Arizona) to conduct “en-
hanced” projects (i.e., projects involving research
with control groups, described in detail later).

485

Phase Two began in 1999, when Congress autho-
rized expansion of the WISEWOMAN program,
and monies were awarded for “standard” pro-
jects (i.e., projects that test feasibility without the
use of control groups) as well as enhanced pro-
jects. As a result of the expanded competition, 12
state and tribal health agencies now operate
WISEWOMAN projects (Fig. 2).

Published results from the first phase of WISE-
WOMAN indicated that it is appropriate but
sometimes challenging to expand breast and cer-
vical cancer early detection programs (BCCEDP)
to include screening and interventions to lower
CVD risk factors.*® Results showed that WISE-
WOMAN interventions can increase physical ac-
tivity and improve nutrition.®® In all three pro-
grams, although differences by intervention
groups were not apparent, participants appeared
to have improvements in some biological risk fac-
tors after 1 year. In North Carolina, the average
drop in cholesterol was 7-8 mg/dl. Because both
intervention groups experienced the same drop
in cholesterol, the improvement could not be at-
tributed to the more intensive intervention.® In
Massachusetts and Arizona, the percentage of
women with high blood pressure also dropped
for all groups between baseline and 1-year fol-
low-up.®” Challenges to BCCEDP expansion in-
cluded healthcare providers who felt overbur-
dened by research and newly funded BCCEDP
projects that lacked the stability to add yet an-
other set of program requirements.®

Important remaining questions are being ad-
dressed in the second phase of WISEWOMAN.
For example, what is the burden of risk factors
among the diverse populations served by WISE-
WOMAN? How are the WISEWOMAN projects
perceived by participants and providers? Which
intervention strategies are especially effective in
reducing CVD risk factors and improving the
ability of women to make behavioral changes?
What approaches are particularly successful in in-
fluencing multiple social levels (e.g., individuals,
families, and communities)? What are the costs
of conducting the WISEWOMAN projects? Some
of these questions are addressed in this paper,
others are discussed in the papers that follow in
this special supplement on the WISEWOMAN
program, and some questions will be answered
in the future.

In this overview, we provide information on
WISEWOMAN program requirements, the de-
sign of 12 currently funded projects, the use of
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WISEWOMAN Timeline W[SEWOMAN

TR R
‘Demonstration:
First Phase 1995-1998
Second Phase 1999-2005

Dissemination
2005 and beyond

FIG.1. The federal WISEWOMAN program: Phases and timeline.

standardized data to allow comparisons across
projects, the burden of risk factors in our study
populations, effective behavioral strategies, and
plans for the future. Ultimately, approaches that
prove feasible and cost-effective in the WISE-
WOMAN program will aid the public health
community in combating disparities in access to
preventive healthcare and improving knowledge
and skills to effect behavioral change.

PROGRAM REQUIREMENTS

To fulfill the vision of the WISEWOMAN pro-
gram, funds are provided for preventive health
screenings, appropriate medical referrals, and
lifestyle interventions to women aged 40-64 who
have participated in the NBCCEDP.!? Federal
dollars are provided to CDC, which then uses at
least 80% of the money to fund state and territo-
rial health departments and tribal agencies to de-
velop the WISEWOMAN services. CDC uses the
other 20% to fund universities or private con-
tractors to conduct additional program activities,
such as evaluation and development of interven-
tions. CDC also funds a small group of in-house
staff to provide scientific and programmatic ad-

vice to recipients of WISEWOMAN funds. Thus,
the federal WISEWOMAN program relies heav-
ily on paid partners outside of CDC to fully de-
velop the program. Currently, most of these part-
ners are located in state health agencies. Although
Congress prohibits the use of federal monies for
treatment, project partners are required to de-
velop a treatment plan when women have ab-
normal screening results.

Screening

The WISEWOMAN projects are required to
screen for high blood pressure and high choles-
terol levels and are allowed to screen for other
clinical conditions, such as abnormal blood glu-
cose and overweight or obesity. All screenings
must be performed according to recommenda-
tions published in national clinical guide-
lines.!1~14 In many of the projects, personnel also
conduct written behavioral assessments to detect
tobacco use, poor dietary habits, sedentary
lifestyle, or high risk of osteoporosis. In addition
to paying for specified screening tests, the WISE-
WOMAN program provides monies for confir-
mation of abnormal screening results and an an-
nual follow-up examination. Some projects are
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FIG. 2. Locations of WISEWOMAN projects funded in 2002.

allowed to pay for a 6-month visit to collect
needed data for research purposes.

Medical referral

All WISEWOMAN participants who have high
blood pressure, high cholesterol, or high blood glu-
cose according to national guidelines will require
further medical attention. At a minimum, the WISE-
WOMAN projects must ensure that women are re-
ferred for a diagnostic examination to confirm
screening results. Staff are urged to send a medical
referral form along with a letter that describes the
intervention and the participant’s clinical results.
The referral form often will state the reasons for the
referral and include the clinician’s initial assessment
and recommendations. To help track referrals, the
WISEWOMAN program strongly recommends
that clinicians keep a copy of the form and send the
original back to the referring agency. At all projects,
the staff are responsible for documenting that a re-
ferral was made.

Lifestyle interventions

According to national clinical guidelines, the
first step toward improving abnormal clinical val-
ues is usually the provision of lifestyle interven-

tions. WISEWOMAN project staff develops
lifestyle interventions targeted toward the popu-
lation served, that is, multiethnic, financially dis-
advantaged women. Staff are required to review
the existing literature and select scientifically
sound, culturally relevant interventions that will
be most effective for their populations. Thus,
lifestyle interventions vary across projects.

Evaluation

WISEWOMAN projects include an evaluation
or research component. Project staff must report
23 standardized data elements beyond what is al-
ready required by the NBCCEDP. These mini-
mum data elements (MDEs) are reported to the
Research Triangle Institute (RTI) twice a year. In
addition, the project staff is expected to design
physical activity and nutrition assessments that
measure the effects of the intervention. For ex-
ample, if the intervention staff encourages wo-
men to walk more each day, they may assess
walking time as a measure of success. The as-
sessments are not standardized across projects
but must be reported to RTI. Projects may collect
as much additional information as they wish.

For all projects, the primary outcome measures
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are blood pressure and lipid levels. Intermediate
measures include self-reported diet and physical
activity, measures of readiness for change, and
barriers to behavior change, which are assessed
as modifiers of the intervention effect.

PROJECT DESIGN

Enhanced projects

Enhanced projects are designed to determine
the most effective lifestyle interventions for un-
derserved women by comparing women who re-
ceive an enhanced intervention with women who
receive a minimum intervention or usual care.
Assignment to the minimum or enhanced inter-
vention is either by group (clinic or county) or by
woman; for both designs, the unit of observation
is the individual woman. All enhanced projects
report MDEs to RTI but also collect additional
information to support further analyses. The
group-randomized design effect is accounted for
statistically in all analyses.!®

Although details of the minimum intervention
vary by project, all enrolled women receive base-
line screening for CVD risk factors and minimal
on-site counseling, education, referral, and fol-
low-up using established protocols.!-14 Repeat
screening is recommended at 6 and 12 months af-
ter the initial screening. Women enrolled in the
enhanced intervention receive all services of the
minimum intervention plus a specially designed
education and intervention program tailored to
the population served. Some projects have em-
ployed a third intervention group that is even
more intensive and may include services such as
those provided by community health workers.

In 2002, five WISEWOMAN enhanced projects
operated in selected breast and cervical cancer
screening sites in California, North Carolina, Illi-
nois, Iowa, and the Southcentral Foundation in
Alaska (Table 1). As in Phase One, these enhanced
projects continue to conduct research to determine
whether the enhanced intervention has a greater
impact on risk factors than the minimum inter-
vention. All five projects have developed inter-
vention strategies tailored to participants’” racial
and ethnic profile and age group (40-64 years).

Standard projects

Standard projects are designed to determine
the best operational methods for delivering CVD

WILL ET AL.

screening and evidence-based lifestyle interven-
tions to eligible uninsured women. Standard pro-
jects are similar to the enhanced intervention
component of enhanced projects because they
provide services that improve upon the usual
care at each clinic. However, standard projects do
not employ an experimental design with a con-
trol group. Participants in standard projects re-
ceive baseline screening for CVD risk factors,
on-site counseling, education, referral, and fol-
low-up, with repeat screening at 12 months. All
activities are based on established protocols.!!-14
In addition, standard projects offer a specially de-
signed education and intervention program tai-
lored to the population served. All projects report
MDE:s to RTI. In 2002, the seven funded standard
projects operated in selected breast and cervical
cancer screening sites in Connecticut, Massachu-
setts, Michigan, Nebraska, South Dakota, the
Southeast Alaska Regional Health Consortium
(SEARHC), and Vermont (Table 2).

RISK FACTOR BURDEN

In 2002, the 10 projects that were fully opera-
tional screened 8164 financially disadvantaged
women (Tables 3 and 4). Women have been
screened from a variety of racial/ethnic groups.
North Carolina, Connecticut, and Michigan have
screened high proportions of African Americans
(39%, 28%, and 17%, respectively), and Con-
necticut, Massachusetts, and Nebraska have been
effective in reaching Hispanic/Latina women
(25%, 28%, and 11%, respectively). All of the wo-
men screened by Alaska’s Southcentral Foun-
dation have been Alaska Natives. The WISE-
WOMAN projects, therefore, are effective in
reaching minority women.

Data on various chronic disease risk factors are
available for some Phase Two WISEWOMAN
projects for 2002 (Tables 3 and 4). In all states,
substantial proportions of women screened
(17%-37%) had high total cholesterol. However,
many were unaware of their cholesterol status,
ranging from 24% at SEARHC to 60% in Massa-
chusetts and South Dakota. Approximately half
(40%-55%) of participants in North Carolina,
Iowa, Alaska’s Southcentral Foundation, Con-
necticut, Michigan, and Nebraska were not aware
of having high cholesterol. Women in North Car-
olina showed the highest prevalence of hyper-
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TaBLE 3. REesuLTs (JANUARY 1, 2002-DecemBER 31, 2002) Frrom WISEWOMAN ENHANCED PrOJECTS: PHASE Two?

Southcentral

Variable® North Carolina Towa Foundation®
Number screened 2317 364 412
Age, years

<55 51 56 75

=55 49 44 25
Race/ethnicity

White 51 100 0

Black 39 0 0

Hispanic/Latina 6 0 0

American Indian/Alaska Native 3 0 100

Asian 1 0 0
High total cholesterol® 26 37 22
Unaware of high cholesterol 42 42 44
Low HDLS 18 19 9
Hypertension8 54 42 38
Unaware of hypertension 17 27 9
History of diabetes 14 3 10
Estimated coronary heart disease 24 32 14

deaths per 1000 women expected

in 10 years®
Overv\_/eigh’c1 29 42 31
Obesel 53 42 47
Smoker 27 42 32

California and Illinois data not yet available.

PAll data are presented as percentages, except for number screened. Because of missing responses, denominators

vary; most variables had few missing responses.
¢Located in Anchorage, Alaska.
4lowa did not begin screening until October 2002.
€=240 mg/dl.
f<40 mg/dl.

8Systolic =140 mm Hg or diastolic =90 mm Hg or taking medication.
hBased on a risk projection formula that uses smoking, systolic blood pressure, total cholesterol, and age.

iBody mass index = 25-29.9 kg/m?.
JBody mass index = 30 kg/m?.

tension (54%) of any state, and at least one third
of participants (35%—44%) were hypertensive in
all but two other states. Again, many participants
were unaware of their hypertension (9%—-27% in
enhanced projects and 15%—42% in standard pro-
jects). The combined prevalence of overweight
and obesity has been extremely high in all pro-
jects, affecting nearly 3 of 4 women screened in
almost all settings. In one of the Alaska projects
(SEARHC), 60% of the women who attended the
program in 2002 were obese (body mass index
[BMI] = 30 kg/m?). In addition, several projects
have reported a high prevalence of smoking dur-
ing the first year of screening, including 42% in
both South Dakota and Iowa. In several other pro-
jects, the prevalence of smoking (23%-33%) was
higher than the prevalence of 21% for women
aged 45-64 in the U.S. population.??

BEHAVIORAL STRATEGIES

A major goal of the WISEWOMAN program is
to determine which behavioral strategies are ef-
fective in reducing CVD risk factors among
racially and ethnically diverse, underserved, fi-
nancially disadvantaged women.

Phase One

All three enhanced projects funded during
Phase One have completed key analyses. The
published results from North Carolina® showed
that women who received lifestyle counseling
through the enhanced intervention reported less
fat in their diets at follow-up than did women
who received the minimum intervention. Cho-
lesterol and blood pressure profiles generally im-
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TaBLE 4. REesuLTs (JANUARY 1, 2002-DecemBER 31, 2002) FrroMm WISEWOMAN STANDARD PROJECTS: PHASE Two?

Variable® Connecticut ~ Massachusetts ~ Michigan ~ Nebraska ~ South Dakota =~ SEARHC
Number screened 670 1684 321 1404 921 394
Age, years

<55 39 72 78 68 86 72

=55 61 28 22 32 14 28
Race/ethnicity

White 43 59 77 84 77 0

Black 28 3 17 3 2 0

Hispanic/Latina 25 28 5 11 5 6

American Indian/ 0 0 0 2 14 94

Alaska Native

Asian 4 10 1 0 1 0
High total cholesterol® 26 20 23 23 17 20
Unaware of high cholesterol 40 60 55 50 60 24
Low HDL4 10 8 16 13 17 9
Hypertension® 44 24 37 37 25 35
Unaware of hypertension 15 42 26 31 37 26
History of diabetes 11 4 8 9 8 11
Estimated coronary 27 14 15 18 11 16

heart disease deaths

per 1000 women

expected in 10 years!
Overweight8 36 33 28 26 29 25
Obeseh 38 26 46 48 42 60
Smoker 17 19 33 23 42 26

aVermont data not shown because only 5 women were screened during 2002.
PAll data are presented as percentages, except for number screened. Because of missing responses, denominators

vary.
€=240 mg/dl.
d<40 mg/dl.

eSystolic =140 mm Hg or diastolic =90 mm Hg or taking medication.
fBased on a risk projection formula that uses smoking, systolic blood pressure, total cholesterol, and age.

8Body mass index = 25-29.9 kg/m?.
hBody mass index = 30 kg/m?>.

proved for both the enhanced and minimum in-
terventions, although the differences between
groups were not significant. Results from the
Massachusetts and Arizona projects are included
in this supplement.®”

Phase Two

Information from Phase Two about the en-
hanced and standard WISEWOMAN projects was
gathered from original applications, research pro-
tocols submitted to CDC for Institutional Review
Board approval, and interviews with current pro-
ject staff (Tables 1 and 2). Baseline results from
analyses conducted by RTI with use of the MDE
database are summarized in Tables 3 and 4. Ad-
ditional details about the MDE database are pro-
vided in a companion paper in this supplement.?3

Physical activity and nutrition interventions: en-
hanced projects. The physical activity and dietary

strategies that are being tested in enhanced pro-
jects in Phase Two are summarized in Table 1. In
general, all strategies are based on key concepts
from social cognitive theory?* and the socioeco-
logical model,?® including tailoring, self-monitor-
ing, readiness for change, self-efficacy, small
achievable steps, social support, collaborative
goal setting, and overcoming barriers.

Three of the five projects (California, North
Carolina, and Alaska Southcentral Foundation)
are using modifications of the New Leaf . . . Choices
for Healthy Living® a structured diet and physical
activity assessment and intervention tool adapted
and expanded from the Food for Heart Pro-
gram.26-28 The physical activity component of
New Leaf is based on the CDC/American College
of Sports Medicine guidelines, which call for
daily accumulation of moderate activity (rather
than less frequent and more vigorous activity).!
The New Leaf program uses behavior change the-
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ory to help counselors and patients remove ob-
stacles to lifestyle modification (e.g., complexity,
cost, lack of time, cultural irrelevance) by devel-
oping practical strategies to integrate more activ-
ity into participants” daily work and household
and social activities.

New Leaf was designed for a Southern, multi-
ethnic, low-literacy population but has been
adapted for other populations; a Spanish-lan-
guage version (Vida Saludable, Corazén Contento)
was created for the Hispanic/Latina population
in North Carolina. In North Carolina, the project
also is assessing whether New Leaf supplemented
with telephone calls, reminders from community
health workers, and referrals to community re-
sources is more effective than the usual care pro-
vided by a community health center. The Cali-
fornia WISEWOMAN project, which is in the
process of developing its intervention, is con-
ducting a pilot test to learn how to modify Vida
Saludable, Corazon Contento for Hispanic/Latina
women in that state and to provide counseling
with bilingual community health workers. After
the pilot test is completed, the intervention will
be tested in additional sites. In Alaska, the South-
central Foundation is using an adaptation of New
Leaf called Traditions of the Heart. The 12-session
program, designed in an interactive group for-
mat, includes a Native Alaskan traditional well-
ness component in each session.

The two other states with enhanced projects
have also developed 12-week intervention pro-
grams. The Illinois WISEWOMAN project has
worked with the Cooper Institute to develop a
nutrition and physical activity group program
based on Project Active,'® called Women with Heart.
Illinois staff are also developing a Spanish ver-
sion of this program. In Iowa, Cooperative Ex-
tension nutritionists lead a group format that is
based on the Dietary Approaches to Stop Hyper-
tension (DASH) diet.!”

Physical activity and nutrition interventions: stan-
dard projects. Four standard projects (Connecticut,
South Dakota, Vermont, and Alaska’s SEARHC)
are using modifications of New Leaf in conjunc-
tion with other resources. In Connecticut, the pro-
ject also has adopted the Physician Assisted Coun-
seling and Evaluation (PACE) program!® for
physical activity, and in South Dakota, the pro-
ject has developed a modified version of Project
Active'® called Active Living Every Day. The Ver-
mont and SEARHC projects supplement New Leaf

499

with group interventions focused on nutrition
and physical activity (called “wellness circles” in
Vermont).

In the three standard projects not using New
Leaf, staff have developed a variety of interven-
tion strategies. The Massachusetts WISE-
WOMAN project uses PACE!® and also refers
women to community-based individual or group
interventions on nutrition and physical activity.
The Michigan project promotes a modified ver-
sion of the DASH diet!” and advocates moderate
physical activity incorporated into a woman'’s
daily life, negotiates lifestyle contracts after de-
termining a woman’s readiness for change, and
employs a variety of incentives to motivate
change. In Nebraska, Cooperative Extension nu-
tritionists are administering ABCs for Good Health
(developed by the U.S. Department of Agricul-
ture and based on the Dietary Guidelines for Amer-
icans'®) and the 10,000 Steps program.?2! The
Nebraska nutritionists help participants set
achievable goals and provide pedometers for
feedback on physical activity.

Tobacco control interventions: enhanced projects.
In all the enhanced projects, staff assess partici-
pants’ tobacco use and refer women to either a
tobacco cessation program or a state quitline.?’
Some projects provide brief counseling, includ-
ing tips for quitting. Because Native Alaskan wo-
men are more likely to use chewing tobacco than
are women from other cultures, the Southcentral
Foundation WISEWOMAN project targets both
cigarette smoking and tobacco chewing. Partici-
pants at the Southcentral Foundation complete a
tobacco use assessment, receive individual coun-
seling, set goals to stop using tobacco, and may
obtain additional counseling at a tobacco cessa-
tion clinic. Participants can also request quit aids
(e.g., nicotine patches) at no cost.

Tobacco control interventions: standard projects. In
all the standard projects, staff refer women to
their state quitline.? In some states, the quitline
service includes up to six telephone contacts. Sev-
eral projects, including those of SEARHC, Ver-
mont, and Nebraska, are able to track women's
participation in the quitline program and thereby
assess the quitline’s impact on smoking cessation
rates. Nebraska provides smoking cessation classes
through its state health department, and Alaska’s
SEARHC project partners with the American
Lung Association’s Freedom from Smoking pro-
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gram. Two projects (SEARHC and Vermont) of-
fer nicotine replacement therapy at no cost.

DISCUSSION

It is clear that by serving financially disadvan-
taged, uninsured, and multiethnic women, WISE-
WOMAN projects are reaching women who are
at high risk of developing CVD and other chronic
diseases. Our initial baseline results from Phase
Two suggest that many of the women enrolled in
WISEWOMAN were unaware of their high blood
pressure or their high cholesterol before entering
the program. Nearly three quarters of the women
who attended baseline screenings were over-
weight or obese, including a 60% prevalence of
obesity in one location. The prevalence of smok-
ing was also higher than would be expected in
U.S. women aged 45-64.

Because WISEWOMAN projects are located in
a variety of settings and serve women from many
different cultural backgrounds, each project
strives to adapt evidence-based lifestyle inter-
ventions to the culture(s) of the women they
serve. We have learned that cultural adaptation
involves more than simply translating interven-
tions into a different language. It also requires
careful formative research to understand dietary
and physical activity practices, facilitators and
barriers to behavioral change, and cultural
norms. After intervention materials are translated
into another language, they are back-translated to
ensure that the translation is appropriate for the
women who will be receiving the intervention.
More detail is provided in other papers in this
supplement on how materials have been adapted
and used in WISEWOMAN projects.

Although WISEWOMAN projects have helped
increase physical activity and improve nutri-
tion, %8 it is not entirely clear why our enhanced
lifestyle interventions have been less effective in
influencing physiological measures (e.g., blood
pressure, lipid levels, and anthropometric mea-
sures). We suspect that there are critical barriers
and facilitators to delivery of complete interven-
tions that, to date, have not been addressed fully
in our program. These barriers may include pro-
vider skepticism about women’s ability to change
behavior, social isolation, unsafe neighborhoods,
and lack of access to healthful foods. In some lo-
cations, for example, women may have to rely on

WILL ET AL.

neighborhood stores that do not stock high-qual-
ity, affordable fruits and vegetables or low-fat
snacks.

Because many of the barriers that women face
are structural, WISEWOMAN is now planning to
supplement the current approach with a broader
societal approach to improve health behaviors.
Borrowing from the socioecological model,?® we
are encouraging projects to develop multifaceted
interventions that address intrapersonal, organi-
zational, community, and policy influences on
health and health behaviors. For example, to
strengthen the family and peer support available
to participants, some projects now invite family
members and friends to attend the interventions.
At the organizational level, we are training staff
to examine their own attitudes and work collab-
oratively with women to change their behavior.
Organizations are also developing their own cre-
ative solutions as a result of receiving WISE-
WOMAN funding. In North Carolina, for exam-
ple, a county health department clinic partnered
with a community free clinic to extend their
operating hours so that WISEWOMAN partici-
pants could attend appointments more easily. At
the community level, some projects have hired
community health workers from participants’
neighborhoods to conduct outreach, make tele-
phone calls to encourage attendance at medical
examinations and intervention sessions, arrange
transportation, help find low-cost medications,
and provide other support services. Some pro-
jects provide discount passes to encourage ex-
ercise in safe environments (e.g., YWCA, local
indoor swimming pools) or discount coupons
that help women attend community weight loss
programs.

As WISEWOMAN projects explore ways to par-
ticipate as agents of social change, they are build-
ing alliances among disadvantaged women and
their families, healthcare providers, and neighbor-
hoods. Eliminating social-group disparities in CVD
incidence and mortality will likely depend on the
strength of these alliances. Our goal in promoting
more comprehensive interventions is to empower
women to use all available services to facilitate the
adoption of a healthier lifestyle. We also hope to
garner the social support needed for behavior
change, raise providers’ expectations, build trust
between patients and providers, ensure that health-
care environments effectively address the needs of
culturally diverse populations, remove community
barriers to a healthy lifestyle, and create advocates
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for better healthcare coverage. If WISEWOMAN
projects can successfully implement multilevel in-
terventions and demonstrate their effectiveness,
this approach is likely to be adopted on a much
broader scale. As progress is made toward this
goal, the WISEWOMAN program will begin to re-
alize its vision of a world where any woman can
access preventive health services and gain the wis-
dom to improve her health.
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Cardiovascular Health Interventions in Women:
What Works?
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ABSTRACT

Women’s Cardiovascular Health Network members representing 10 Prevention Research Cen-
ters completed a literature review of approximately 65 population-based studies focused on
improving women’s cardiovascular health through behavior change for tobacco use, physical
inactivity, or diet. A framework was developed for conducting the search. Databases (Med-
line, Psychlit, Smoking and Health, Cumulative Index to Nursing and Allied Health Litera-
ture) of studies published from 1980 to 1998 were searched. The review was presented at a
meeting of experts held in Atlanta, Georgia. Output from the meeting included identification
of what has worked to improve cardiovascular health in women and recommendations
for future behavioral research. Additional information is available at www.hsc.wvu.edul/
womens-cvh. Cardiovascular health interventions geared toward women are scant. Based on
the available studies, program components that emerged as effective included personalized
advice on diet and physical activity behaviors and tobacco cessation, multiple staff contacts
with skill building, daily self-monitoring, and combinations of strategies. Recommendations
for community-based tobacco, physical activity, and diet interventions are discussed. A few
overarching recommendations were to (1) conduct qualitative research to determine the kinds
of interventions women want, (2) examine relapse prevention, motivation, and maintenance
of behavior change, (3) tailor programs to the stage of the life cycle, a woman’s readiness to
change, and subgroups, that is, minority, low socioeconomic, and obese women, and (4) eval-
uate policy and environmental interventions. The effects of cardiovascular interventions in
women have been inappropriately understudied in women. Our review found that few stud-
ies on cardiovascular risk factor modification have actually targeted women. Hence, adoption
and maintenance of behavior change in women are elusive. Intervention research to improve
women’s cardiovascular health is sorely needed.
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INTRODUCTION

N 1997, THE CENTERS FOR DISEASE CONTROL AND

PrevenTiON (CDC) formed the Women’s Car-
diovascular Health Network of 10 Prevention Re-
search Centers (Appendix A). One charge of the
Network was to identify interventions that pro-
mote cardiovascular health in women. This
report includes the findings from the literature
review and the research recommendations gen-
erated thereafter.

EPIDEMIOLOGY OF WOMEN AND
CARDIOVASCULAR DISEASE

Cardiovascular diseases are the leading cause
of mortality among women of all major racial
and ethnic groups in the United States. Ap-
proximately one of five women has some form
of cardiovascular disease, and women are more
likely to die of cardiovascular disease than from
the next 16 causes of death combined.! More
women than men have died of cardiovascular
disease in every year since 1984, and its relative
decline in recent years has been slower among
women.!? Despite the prevalence of cardiovas-
cular disease, surveys reveal that women per-
ceive their risk of getting breast cancer as higher
than their risk of developing cardiovascular dis-
ease.>*

Cardiovascular disease risk factors can be
classified as biological, behavioral, and psy-
chosocial. Biological risk factors include hyper-
tension, dyslipidemia (high total and high low-
density lipoprotein [LDL] cholesterol, high
triglycerides, low high-density lipoprotein
[HDL] cholesterol), obesity, and diabetes. Be-
havioral risk factors include tobacco use, phys-
ical inactivity, and poor diet. Psychosocial risk
factors include low socioeconomic status, in-
sufficient social support, depression, and type
A personality. Socioeconomic disparities, such
as low education and income levels, correlate
with cardiovascular disease mortality, morbid-
ity, and risk factors among women.>® The find-
ings of the few studies on psychosocial factors
in women have been inconsistent.”"12 Primary
prevention strategies are essential to improve
cardiovascular health because the major estab-
lished risk factors for cardiovascular disease are
highly prevalent in women.!3
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Tobacco use

Overall, 30% of cardiovascular morbidity and
mortality are directly caused by tobacco use, and
the risk is dose dependent.!416 In 1994-1995, the
age-adjusted prevalence of current tobacco use
was 33% among American Indian and Alaskan
Native women, 25% among white women, 22%
among African American women, 15% among
Hispanic women, and 5% among Asian/Pacific
Islander women.!” The prevalence of cigarette
use is highest in women ages 18-44 years (29%)
and women with lower income or educational
level or both (33%).18-20

Physical inactivity

Physical inactivity is a major risk factor for
cardiovascular disease. Active women experience
less coronary heart disease than sedentary
women.?! About 30% of American women do not
participate in any leisure physical activity,?? and
as women age, activity levels decline further.
Women with less than a high school education or
a low income report the highest rates of inactiv-
ity: 47% and 41%, respectively.?!

Diet

Dietary components as well as the whole diet
are related to the major cardiovascular disease
risk factors. Diets high in saturated fatty acids
and cholesterol increase the risk for heart disease,
and diets high in plant foods (soy, nuts, fruits and
vegetables, whole grains, legumes) and fiber are
associated with reduced risk.?! In the total pop-
ulation, total fat, saturated fat, monounsaturated
fat, and dietary cholesterol, as a percentage of to-
tal calories, decreased between 1970 and 1974 and
1988 and 1991.23 Among women ages 30 years
and older, about 15%-20% are meeting recom-
mendations for percentage of daily calories from
total fat, 14%-23% for saturated fat, 13%-23% for
carbohydrates, 70%-81% for dietary cholesterol,
and <5% for dietary fiber.?

MATERIALS AND METHODS

Working groups completed a literature review
on epidemiology, tobacco use, physical inactiv-
ity, diet, multiple risk factors, and psychosocial
factors. The working groups used a framework
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based on the National Academy of Medicine
Medical Subject Headings (MeSH) terms for se-
lecting studies to be reviewed (Fig. 1). Medline,
Psychlit, Smoking and Health, and the Cumula-
tive Index to Nursing and Allied Health Litera-
ture databases of literature published from 1980
through 1998 were searched. Other references
were obtained from citations within studies se-
lected for review.

Studies included in the review were primary
prevention, population-based, behavioral re-
search focused on interventions directed at
changing health behaviors (tobacco use, physical
inactivity, or diet) and psychosocial factors
(stress, depression, and social support) related to
cardiovascular health in adult women (18 years
and older). The studies had to report outcome
data on tobacco use, physical inactivity, diet, and

CARDIOVASCULAR DISEASE
e Prevention and Control
o Adult (>18 years)

e Female

POPULATION-BASED
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blood lipids as primary outcome variables and
blood pressure, body weight, or body mass index
(BMI) as secondary outcome variables. Because
the key impetus for conducting the review was
to determine what interventions have worked in
women, we reviewed only papers where the sam-
ple was at least two-thirds female. The studies
were categorized by site of the intervention:
healthcare, worksite, religious organization, or
community organization. Sample size was not a
criterion for study selection. The review was pre-
sented at a meeting of experts in December 1998
(Appendix B). At this meeting, groups, divided
by the six content areas noted, generated recom-
mendations for behavioral research geared to-
ward improving cardiovascular health in women.
This report describes the literature review and the
groups’ recommendations.

(Community)
l KEY OUTCOMES
INTERVENTIONS
* Behavioral e Behavioral Outcomes
Health Promogion Tobacco Use AKSSS_?F%__TME]%VJE;)E
Health Education Physical Inactivity e
Lifestyto Diet e What works
o Environmental
*  Policy/Legislation e Biological Outcomes o What doesn’t work, by
¢ Psychosocial Blood Pressure setting
Stress Lipids
Depression Insulin/Glucose
e Social Suppport Weight/BMI
Fitness
¢ Psychosocial Outcomes
Stress
SETTINGS Depression
* Healthcare e Cardiovascular Outcomes RESEARCH
o  Worksite Morbidity RECOMMENDATIONS
e Religious Mortality
¢  Community Quality of Life
College/University
Mass Media
Consumer Marketplace

FIG. 1.

Women'’s Cardiovascular Health Network framework for selecting studies (Mesh terms).
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INTERVENTIONS TARGETING
TOBACCO USE IN WOMEN

Sixteen intervention studies on tobacco cessa-
tion met the inclusion criteria for the literature re-
view. A critical time for women to cease tobacco
use is during pregnancy, when motivation to pro-
tect the fetus is high.!%?> Some women (15%-25%)
stop smoking when they learn of their pregnancy;
the rest reduce tobacco use by half. 192631 Ag
most women return to their former tobacco use
patterns within 4 weeks postpartum, the greatest
public health challenge is maintenance of to-
bacco-free status.3932 None of the reported meth-
ods were successful at reducing relapse.333
Overall, tobacco use cessation rates are less
among low-income women (6%—-14% versus
23%-40%) and minority women, partially be-
cause of lack of access to healthcare.

Healthcare settings

Tobacco interventions during pregnancy can be
divided into three levels: usual care, mini-inter-
ventions,?025262832 and multicomponent interven-
tions.1925-323536 Ugual care consists of 2-3 minutes
of counseling on the pregnancy-related risks of
smoking and benefits of quitting given during the
initial prenatal visit. This level of intervention pro-
duces cessation rates of 2%-3%.26282%37 Mini-
interventions, which include individual advice
to stop using tobacco and distribution of ed-
ucational pamphlets, increase cessation rates to
6%—10%.20.25,26,28,32

Multicomponent interventions provide some
combination of the following: brief counseling at
each prenatal visit, self-help manuals, multiple
contacts, incentives, social support, buddy sys-
tems, contracts with providers, tip sheets outlin-
ing other options, goal setting each visit, setting
a quit date, and keeping a smoking diary. These
interventions raised quit rates to 10%—25%.

A key component of all programs was strong,
clear, personalized counsel to stop using tobacco.
Increased duration of one-on-one counseling was
associated with increased success. Problem-solv-
ing and skills training, social support, and multi-
ple contacts with providers, both in person and
via telephone and mailings, were important.
More seemed to be better. Positive predictors of
cessation included less cigarette use and higher
educational and income level, with quit rates
of >25% in women who had graduated from
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high school or were not welfare recipi-
ents. 9202527293233 A gtrong negative predictor
was regular exposure to other smokers.!%20:27,32

Less traditional cessation techniques have also
been used.3840 Using social learning theory, a
videotape of lower-income women, aged 25-29
years, describing their smoking cessation experi-
ence was used as an intervention for peers.3® Five
of 26 women in the intervention group quit us-
ing tobacco versus 0 of 30 in the comparison
group. Although videotaping was well accepted
among women, only 53% of the women receiv-
ing the video actually watched it. Another inno-
vative intervention strategy involved checking
prenatal serum samples for cotinine, a major
metabolic product of nicotine, and sending a self-
help manual to the women who had positive re-
sults. Physicians provided interpretation and
counseling.?® Using birth weight as an outcome,
the infants of intervention patients of the 70 com-
pliant physicians had an average 66 g higher birth
weight (3291 g versus 3225 g, p = 0.03) than con-
trols. Another less traditional strategy for tobacco
use cessation in pregnant women was hypnosis.
This was not effective in increasing quit rates.*’

Worksite settings

Much research has been done on the effective-
ness of worksite smoking cessation interventions,
but none have been targeted exclusively to
women. A meta-analyis 4! showed that work-
site interventions produce a 10%-30% reduction
in smoking. The most successful results are
achieved among high-socioeconomic status em-
ployees, heavy smokers, and employees at
smaller service occupation worksites. Women
and men responded similarly in these nontai-
lored interventions. Overall, the intensity of the
program, the number of intervention contacts
with smokers, and the facilitation of social op-
portunities for cessation were more important
than the specific messages delivered by the pro-
gram.

Glasgow et al.*2 conducted one of the few stud-
ies with a large sample of women (80%). A 6-
week smoking cessation program was examined
in five financial institution worksites. Four of the
five worksites competed to achieve the highest
quit rate. Although the study did not include a
control group, cessation maintenance at 6 months
(15%) was similar to that found in a more rigor-
ous study,*® which was unique in that it offered
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the option of complete cessation or reducing to-
bacco use. This option increased participation
rates among heavier smokers. However, the pro-
gram was most successful at achieving complete
cessation in lighter smokers.

Many other worksite interventions included
women*+*%” but did not compare the results in
men versus women and, thus, did not identify in-
terventions that were successful in women specif-
ically. Tobacco policies at the worksite may have
less of an impact on women’s cessation. A total
worksite smoking ban was combined with a
group program, hypnosis, exercise, relaxation
audiotapes, and a booster session.*? In this com-
prehensive intervention, 71% of smokers par-
ticipated in group activities and achieved a 12-
month abstinence rate of 15%. Men (19%
abstinence) had higher abstinence rates than
women (14% abstinence) following policy imple-
mentation. From the studies to date, it is not clear
what worksite intervention works best to increase
cessation in women.

Religious organization settings

Very few studies have examined the effective-
ness of smoking cessation interventions imple-
mented through religious organizations. Two
studies conducted interventions in African Amer-
ican churches.*849 Strategies included forming a
tobacco cessation coalition, one-on-one parapro-
fessional counseling, Call It Quits or Don’t Let
Your Dreams Go up in Smoke self-help booklet de-
signed specifically for African Americans, a de-
votional booklet, gospel quit nights, countywide
smoking cessation contests, school poster con-
tests, sermons, quitter testimony, lay counselors,
group support, spiritual audiotapes, and scrip-
turally guided cessation booklets. No significant
differences were observed between control and
intervention groups or between men and women.

Community settings

Most of the community-based studies for
smoking cessation combined mass media inter-
ventions with more individualized approaches
(e.g., self-help manuals, telephone counsel-
ing).50-5¢ Strategies included a televised smoking
cessation program with follow-ups (i.e., updates
on television program participants’ abstinence),
self-help materials from the American Lung As-
sociation or other organizations, and classes. Quit
rates of about 6% have been reported at up to 24
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months follow-up. Higher rates are reported ini-
tially (up to 16%), but these are not sustained.
Only one study reported quit rate by gender: a
12% abstinence rate was observed 3 months after
the intervention in women.>* Although women
were more likely to participate in television/self-
help interventions, they were no more likely than
men to quit and remain abstinent.505153-55
Thus, mass media did not appear to help women
with cessation. Heavy smokers and those with
stronger support, irrespective of gender, were the
ones most likely to quit.

Only one study has looked at intervention com-
ponents and success rates in women and men.5°
A cessation maintenance newsletter was more
likely to be used by women, and those who used
the newsletter were more likely to be abstinent.

The effectiveness of smoking cessation contests
has also been evaluated by several studies. A
complex Finnish study®” compared the effective-
ness of three different combinations of interven-
tions. The control group viewed a broadcast tele-
vised smoking cessation program that involved a
contest. For one study group, the broadcast pro-
gram and contest were supplemented with a lo-
cally televised smoking cessation program. An-
other study group included those components
plus the support of a community organization. At
6 months, total abstinence was 19%, with women
being less successful (18%) than men (24%). Al-
though women were less abstinent than men,
they viewed more sessions of the televised smok-
ing cessation program and participated in the
smoking cessation contest more often than men.
In women, greater participation was not related
to higher abstinence rates.

A unique study was conducted among black
women with children enrolled in Head Start.>®
The women were randomized to a control or in-
tervention group and attended an eight-session
smoking cessation class led by peers. The class in-
cluded tips for involving nonsmoker support in
their quit effort. Abstinence rates at the 6-month
follow-up were higher for the intervention group
(12%) than for the controls (6%). The success of
this intervention was attributed to the social sup-
port available to women through Head Start and
the unique focus of the intervention on protect-
ing children from environmental tobacco smoke.

The effects of a community-based comprehen-
sive smoking cessation program (mass media,
such as television, radio, fliers, pamphlets, bill-
boards, bumper stickers, and newspaper ads),
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outreach workers, telephone counseling, self-
help manuals (i.e., American Lung Association
manuals), smoking cessation group programs,
and a biannual raffle were studied in Hispanic
women.”® Acculturation did not affect quit rates
in the women, but overall success was attributed
to the development of culturally appropriate in-
tervention messages and materials.

The most definitive study of communitywide
approaches to smoking cessation was conducted
in 22 communities and included 11 control and
11 intervention groups over a 4-year period.®® In-
tervention settings included healthcare, mass
media, community events, and worksites. There
were no significant differences in quit rates be-
tween women and men.

Summary

Pregnancy and the postpartum period are op-
portune times to treat tobacco dependence in
women. More intense interventions with indi-
vidualized approaches yield the best outcomes.
Even though most pregnant women who reduce
or quit smoking will relapse postpartum, cessa-
tion or reduction of smoking during the preg-
nancy is likely to bestow long-term benefit to the
infant by decreasing the chance of low birth
weight and its resultant health problems. More
work needs to be done to keep mothers from re-
suming their tobacco habit in the postpartum pe-
riod.

Community-based approaches to smoking ces-
sation have not been particularly effective for
women. The limited success of these programs
depends on the population being served and the
unique combination of intervention components.
Smoking cessation interventions through Head
Start may offer a unique opportunity to reach
women who do not respond to other community-
based interventions. In general, women are more
likely to participate in community-based pro-
grams but are less likely to quit smoking as a re-

TaBLE 1. INFORMATION GAPS IN INTERVENTIONS
TARGETING ToBacco Use IN WOMEN

Pregnant women
Intervention in nonclinical settings
Studies that include women younger than 18 years,
long-term follow-up, and strategies for lowering
relapse rates, verification of tobacco use status
Other women
Strategies for success
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TABLE 2. RESEARCH RECOMMENDATIONS FOR
INTERVENTIONS TARGETING ToBacco Use IN WOMEN

Use teachable moments, e.g., pregnancy and
postpartum

Conduct qualitative research across the life cycle

Address social support, weight, and root causes of
tobacco use, taking into account race and gender

Conduct comprehensive interventions (policy,
education)

Focus on primary prevention

Target high-risk groups (low socioeconomic status or
ethnic/minority groups)

Use innovation, e.g., videotapes and verification
feedback

Intervene in nonclinical settings

Use adjunct pharmacotherapy

Emphasize stages of change as program outcomes

Combine physical activity with smoking cessation

sult than are men. Low-income women are also
a challenge for developing culturally appropriate
materials and intervention strategies.

Information gaps and research recommendations

Recommendations to prevent young women
from smoking include elucidating the root causes
of tobacco use initiation and dependence, partic-
ularly with respect to social and economic in-
equalities, body image, and available social sup-
port systems. A major opportunity to improve the
tobacco dependence treatment in women is to
place greater emphasis on the prevention of re-
lapse among those who quit smoking during
pregnancy, thus using the motivation of women
during this time to make a permanent behavior
change to improve their cardiovascular health.
Although there are more studies on tobacco ces-
sation than on any other risk factor, many infor-
mation gaps remain (Table 1). Research is rec-
ommended to move the field forward (Table 2).

INTERVENTIONS TARGETING
PHYSICAL INACTIVITY IN WOMEN

Nineteen studies met the inclusion criteria.
Achieving optimal physical activity levels is dif-
ficult for many women. Interventions to change
physical activity behaviors varied in type of in-
tervention (face-to-face or by letter), length (6
weeks-2 years), mode (combination of aerobics,
walking, or stationary bicycle), frequency of ac-
tivity (2-5 days per week), duration (20-60 min-
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utes), and format (group or home based). None
of the investigations were tailored to gender, eth-
nicity, socioeconomic status, or stage of the life
cycle.

Strategies involved training in problem solv-
ing, self-monitoring, goal setting, relapse pre-
vention, incentives and contracts, feedback,
boosters, support, and encouragement either
face-to-face or by telephone. A theoretical frame-
work guided 11 of the studies.

Healthcare settings

The two studies conducted in healthcare set-
tings were guided by the transtheoretical model
and social cognitive theory.®1%2 Both demon-
strated that minimal exercise counseling by a
physician that was matched to the subject’s needs
or readiness to change was successful in produc-
ing a short-term increase in physical activity. Be-
havioral outcomes were measured through the
subjects’ self-reports of physical activity. These
studies were not specific to women.

Worksite settings

Seven studies involved worksite interventions,
although only two had supervised, onsite exer-
cise programs.®3%* A relapse prevention program
was no more successful than a reinforcement pro-
gram of awards and lottery tickets in increasing
adherence in previously sedentary female uni-
versity employees. Instructor influence and per-
sonal self-efficacy (belief in one’s ability to attain
goals) contributed to higher attendance at an ex-
ercise program among another sample of female
university employees.®* Instructor influence was
thought to enhance the subjects” beliefs in per-
sonal capabilities or confidence in being able to
attend the program.

Several behavioral strategies were tried in mid-
dle-aged employees at an aerospace corporation.
Relapse prevention strategies along with self-
monitoring and biweekly phone contact were
more successful in helping people adopt a mod-
erate-intensity, home-based exercise program
than was baseline instruction alone. Self-moni-
toring of home-based exercise increased func-
tional capacity (measured by maximum oxygen
consumption [VOmax]) at 6 months in employees
using this strategy.®® Daily self-monitoring was
more effective in increasing the amount of exer-
cise than was weekly self-monitoring.%®

More frequent telephone contacts also in-
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creased activity levels in female university em-
ployees.®” Self-reported walking (minimum 20
minutes/day, 3 times/week) was higher in
women who were contacted once a week versus
every 3 weeks. More frequent highly structured
prompting, however, was as effective as frequent
low-structure prompting. Thus, making contact
appears to be more important than the content of
the contact.

Contact via mail was explored in female cleri-
cal workers.®® Those who received a packet en-
couraging them to integrate more activity into
their daily activities reported significantly more
weekly leisure activity compared with women
who received a packet encouraging them to fol-
low a more traditional structured exercise pro-
gram or with the control group, who received a
fitness feedback packet only. Women who re-
ceived the traditional structured exercise pro-
gram packet reported more leisure activity than
did the control group.

In a comprehensive behavioral approach,®’
investigators compared the results of using a
time-intensive, behavioral template that included
contracts, verification procedures, incentives,
lotteries, and team competitions along with 15
1-hour meetings with the results of a group that
only attended the meetings without the template.
Adherence, defined as a percentage of weeks in
which the women met the criteria (aerobic activ-
ity four times/week), was significantly higher for
the group receiving the template than for the con-
trol group. It was not possible to identify which
of the behavioral components were most benefi-
cial.

Community settings

Multiple strategies have been used in commu-
nity settings to increase physical activity. Physi-
cal activity, assessed by self-report and an objec-
tive measure of body movements, increased
following a 2-year intervention compared with
controls.”%”! After an initial 8-week training pro-
gram, women had the option to walk as a group
or alone. According to the self-reports, physical
activity remained higher in the intervention
group than in the control group for the 10-year
follow-up.”? In another study, tailoring activity
materials to women'’s readiness to adopt physi-
cal activity produced an increase in physical ac-
tivity.”?

In another study, log sheet self-monitoring,



Appendix K

K-27

124

coupled with staff support and feedback, in-
creased exercise adherence at a health club com-
pared with self-monitoring alone.”* A study of
middle-income minority women found that a
minimal-contact behavior change intervention
(mailed materials and six structured counseling
telephone sessions) was no more effective than a
very low intensity educational intervention (a
single 5-minute telephone call and educational in-
formation) in increasing walking.”> Home-based
exercise with telephone contact increased adher-
ence (as long as 2 years) in both high-intensity
and moderate-intensity training more than a
group-based format.”® In a 6-month interven-
tion,”” a lifestyle physical activity program with
a goal to accumulate moderate intensity activity
and a structured exercise program both increased
energy expenditure and aerobic fitness over base-
line. Subjects in the lifestyle program met in small
groups to receive training in problem solving. It
appears that a lifestyle approach is as effective for
increasing physical activity and fitness as is struc-
tured exercise. Adherence remained high for both
groups at the end of 1 year.”8

Several researchers examined the effects of be-
havioral strategies in combined exercise and nutri-
tion interventions. Such strategies as telephone
calls, incentives, transportation, and child care
were used to encourage attendance of African
American women at a 10-week nutrition and su-
pervised exercise program.”® This was the only in-
tervention adapted to the concerns of the partici-
pants. Interpretation of results, however, is limited
because there was no control group and no group
who received either exercise or diet alone.

Strategies used in a study that aimed to in-
crease activity and modify diet in middle-aged
women included stimulus control, goal setting,
assertiveness training, and self-monitoring.®°
Telephone contacts reinforced concepts. The in-
tervention group reported a significant increase
in physical activity compared with controls. In
another study, aerobic fitness increased in a diet-
plus-supervised exercise group compared with a
diet-only and a control group.8! Although both
intervention groups received encouragement, by
the 6-month follow-up, over half of the women
had stopped exercising.5?

Summary

Behavioral strategies, such as daily self-mon-
itoring, feedback, contracts, and incentives,
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have been effective at increasing physical ac-
tivity levels in study participants. Whether
these changes in physical activity behavior are
sustained as a lifestyle change is unknown.
Women did respond better to lifestyle physical
activity recommendations versus structured
exercise recommendations. Finding ways for
women to incorporate activity has been a chal-
lenge. For many women, the home-based for-
mat for physical activity has advantages over
more traditional formats, such as sessions in a
gym or health club. Home-based activities can
be carried out between household chores and
other activities as time allows. Methods to in-
crease the energy expenditure of everyday ac-
tivities through lifestyle changes could be a
way to improve exercise and fitness in women
who struggle to take time out of their busy day
for physical activity. To increase adherence to
scheduled programs, time of day and day of
week must be flexible to accommodate
women’s caregiving and work roles.

Information gaps and research recommendations

Research on physical activity in women has
been constrained by a lack of good measurement
tools (Table 3). Measures varied from women re-
porting that they are more active than they were
before the intervention to counting the number
of times a woman attended a structured exercise
program. Quantifying the physical activity of
women through questionnaires designed for men
fails to capture typical female activity expended
in housework and unstructured exercise, such as
dancing around the home or actively playing
with children. Dishman 83 states that when mea-
suring the degree of adherence to habitual exer-
cise behavior, the type of exercise, its frequency,
intensity, and duration must all be considered.
Studies that use an exercise log come closest to

TaABLE 3. INFORMATION GAPS IN INTERVENTIONS
TARGETING PHYSicAL INACTIVITY IN WOMEN

Assessment tools for physical activity specific to
women

Barriers, sociodemographic factors, development of life
stages, and seasonal variations related to physical
activity

Studies measuring physical activity for longer periods
after the intervention concludes
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TABLE 4. RESEARCH RECOMMENDATIONS FOR
INTERVENTIONS TARGETING PHYSICAL INACTIVITY
IN WOMEN

Tailor interventions to life stage, readiness to be
physically active

Focus on lifestyle physical activity

Tailor programs to subgroups (e.g., elderly, ethnic
minorities, obese)

Use multiple channels to reach women

Conduct environmental (e.g., safe walking trails) and
policy (e.g., daily physical education in schools)
interventions

Develop tools to accurately assess physical activity

meeting these strict criteria. Objective measures
of frequency, duration, and intensity of physical
activity, such as those provided by a heart rate
monitor or accelerometer, would strengthen fu-
ture studies.

To date, our understanding of exercise behav-
ior in women is restricted primarily to economi-
cally advantaged Caucasian women. We have lit-
tle understanding of the interaction among a
woman’s ethnic and cultural background, health
status, and past experience or how these charac-
teristics influence barriers, such as family obliga-
tions and lack of personal time, that each woman
must overcome to increase physical activity. Be-
fore developing physical activity interventions
for women who are not economically advan-
taged, factors inhibiting their motivational readi-
ness to undertake physical activity must be iden-
tified. Only then can interventions be tailored to
each woman’s needs.

To improve activity levels in women, we need
an understanding of which behavioral interven-
tion strategies are effective, what formats (group
or home-based activities) are more attractive to
women, and what type of exercise women can in-
corporate most readily into their lives. Despite
the limitations in methods, findings suggest that
adoption and maintenance of physical activity
can be enhanced by a variety of behavioral man-
agement strategies. Clearly, women benefit from
strategies that provide external reinforcement,
such as that provided by healthcare profession-
als or instructor feedback and encouragement.
Although they may be costly, such strategies as
brief telephone prompts provide promising al-
ternatives to face-to-face interaction. Other rec-
ommendations for future research are given in
Table 4.
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INTERVENTIONS TARGETING
DIET IN WOMEN

Despite improvements in blood cholesterol lev-
els in the general population, 76% of women over
age 50 need dietary intervention to lower their
levels.?* Because cardiovascular disease remains
the leading cause of death in women, effective
strategies to help women achieve healthy dietary
practices need to be developed. Given the num-
ber of women needing diet intervention, one
would expect to find much research on how to
change dietary behaviors in women. In fact, the
opposite is true. Very few studies have been
geared to women, nor have they addressed the
needs of women at various stages of life. We re-
viewed interventions that addressed the question
of what produces dietary behavior change in
women. We believe that the ideal intervention
should strictly focus on women and their needs,
but this has rarely been done in research studies.

The nutrition working group identified eight
studies that used nutrition interventions to
reduce cardiovascular risk in free-living wom-
en.86-%% All but one study included both men and
women in the sample. In the mixed groups,
women comprised 67%-81% of the total sample.
Only one study targeted a minority group.”? Five
studies were short term.8687,91-93

Healthcare settings

Three studies conducted in healthcare settings
met the inclusion criteria; one targeted women.
None were conducted in one major group of pri-
mary care providers of women, that is, obstetri-
cians/gynecologists. Two of the studies sug-
gested that low-intensity interventions may be
effective in producing short-term dietary change.
The Partners in Prevention Program®® tested the
effectiveness of tailored messages to promote in-
creased fruit and vegetable consumption and de-
creased fat consumption. Family practice patients
(n = 558) were randomized to one of three
groups: tailored, nontailored, or control. The tai-
lored message group received one nutrition in-
formation packet of materials about the stages of
change, baseline dietary intake, barriers, and self-
efficacy for behavior change. The nontailored
group received dietary guidelines materials
generic for the population. The control group re-
ceived no materials. At 4 months, fat intakes were
significantly reduced by 23%, 9%, and 3%, in the
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tailored, nontailored, and control groups, respec-
tively. There was no increase in fruit and veg-
etable intake, possibly due to seasonal factors;
baseline intakes were taken in the fall, and fol-
low-up was in the winter months when intakes
may generally be lower. A second low-intensity
intervention conducted in 28 medical practices
(67% women) showed that a physician-delivered
motivational message with a self-help book pro-
duced small but significant decreases in fat con-
sumption and increases in fiber intake.”® People
in the action/maintenance stage of adoption of a
low-fat diet had the greatest decreases in fat in-
take. No changes were observed in total choles-
terol level, BMI, or weight.

The dietary study targeted to women was the
Women’s Health Trial, a feasibility study of
adopting and sustaining a low-fat diet in women
at high risk for breast cancer.®® Although this was
a cancer prevention study and these women may
be more motivated than the general population,
it is the most intensive intervention for dietary
change reported to date, and they did measure
serum lipids and dietary behaviors that meet our
inclusion criteria. Women randomized to the
intervention group participated in small group
sessions led by registered dietitians, which inte-
grated nutrition and behavioral principles, par-
ticularly self-monitoring, self-correcting, and skill
building. By the end of 3 months, 80% of women
had met their fat intake goal. This high success
rate was maintained by 70% of women at 36
months follow-up. Predictors of fat consumption
were education level, eating-related support, re-
action to dietary plans (adjusting fat intake based
on the previous meal consumed), outcome effi-
cacy (belief that eating a low-fat diet would de-
crease breast cancer incidence), and personal ef-
ficacy (individual belief that one is capable of
changing behavior). This trial was successful be-
cause the women were motivated, the interven-
tion was intense, and behavioral theories to pro-
duce change were used.

Worksite settings

Most worksite diet interventions have focused
on men and cancer outcomes. Few measure diet
behaviors, and few use behavioral theory. Only
one worksite intervention for eating behavior
change met the criteria, the Staff Healthy Heart
Project.8” Although this project was not targeted
to women, 70% of the hospital employees who
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volunteered for the project were women. Em-
ployees with total blood cholesterol levels >200
mg/dl were randomized to receive self-help diet
materials or to attend five 1-hour group sessions
led by a registered dietitian. Recruitment was
high, but participation proved difficult because
of workplace barriers. Only 35% of subjects at-
tended three or more classes. Despite low partic-
ipation, subjects in the nutrition course consumed
significantly fewer calories and more fiber than
the other group. There were no significant dif-
ferences in blood lipid levels between the two
groups. However, data analysis was complicated
by the high attrition rate. In particular, young
women were more likely to drop out of the study.
Strategies are needed to maintain the participa-
tion level throughout the course of worksite in-
terventions if they are to affect women’s cardio-
vascular health.

Religious organization settings

One church-based, cholesterol education pro-
gram was conducted in six predominantly black
churches.”! All participants were screened for
blood pressure, blood cholesterol, and weight, re-
ceived brief counseling, and then were random-
ized to the intervention or the control group. The
intervention group participated in six weekly, 1-
hour nutrition education classes taught by lay
peers. Both groups experienced significant de-
creases in blood cholesterol levels that were not
significantly different from each other. One ex-
planation for the lack of a significant difference
between the groups was that more control group
women returned for follow-up measures, which
indicates that they have been more highly moti-
vated than the intervention group.

Community settings

Two community studies met the criteria. The
HELP Your Heart Eating Plan was an early nu-
trition intervention conducted through the
Texas Extension Home Demonstration Clubs
for normolipemic community-dwelling members
(mostly women).%” During the first year, the in-
tervention group attended four nutrition classes
led by a registered dietitian and two follow-up
sessions, one at 24 months and one at 36 months.
Although the subjects achieved some success in
lowering blood cholesterol and triglyceride lev-
els during the first year, the reductions were not
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maintained through the course of the study.
Thus, adults made dietary changes in the short
term but were not able to sustain those changes
on their own. The researchers question whether
large-scale community studies can ever achieve
lasting behavior change without continued edu-
cation and support.

The DIET program, a low-intensity weight re-
duction and cardiovascular health intervention,
was conducted in two older adult communities.””
Cognitive behavioral therapy was used to opti-
mize the use of time by professional support.
Workbooks and videotapes served as the primary
educational tools. Four workshops led by regis-
tered dietitians reinforced the workbooks and
videotapes. Participants experienced significant
weight loss (3.2 kg), decreased blood glucose (0.3
mmol), and increased levels of HDL cholesterol
(0.15 mmol). The data suggest that a cognitive be-
havioral diet and exercise program can help older
adults lose weight and positively affect HDL cho-
lesterol levels and blood glucose levels, thus
reducing cardiovascular risk. The number of
workbook chapters completed was positively as-
sociated with the degree of weight loss. The suc-
cess of the program was due to the combination
of a behavioral-based intervention and interven-
tion with healthcare providers. Longer-term fol-
low-up is needed to see if behavior changes can
be maintained.

Summary

The scarcity of dietary interventions tailored to
women makes it difficult to conclude what strate-
gies are successful for women. To date, the most
successful dietary intervention was an intensive
intervention led by registered dietitians for the
Women'’s Health Trial.8® Possible reasons for the
success of this intervention include the intensity
of the intervention, the use of behavioral theory

INFORMATION GAPS IN INTERVENTIONS
TARGETING DIET IN WOMEN

TABLE 5.

Psychosocial factors affecting dietary behavior (e.g.,
types of support)

Factors affecting adoption and sustainability of diet
behavior changes

Impact of societal factors on dietary intake

Effects of mental health on dietary intake

Mediating factors in behavior change

Strategies to facilitate adherence to a healthy diet

Ethnic and socioeconomic effects on dietary patterns
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TABLE 6. RESEARCH RECOMMENDATIONS FOR
INTERVENTIONS TARGETING DIeT IN WOMEN

Identify effective ways to adopt and maintain healthy
diets

Study strategies to facilitate adherence

Evaluate the effect of community-based behavioral
strategies on dietary intake

Develop cost-effective ways to modify diets

Conduct qualitative research and participatory
programs

Use a comprehensive approach tailored to life cycle,
readiness, and other key factors

Use a total diet approach, i.e., diet for prevention of all
chronic disease

Use teachable moments

Develop approaches for minority women and those of
low socioeconomic status

for intervention development, and participant
empowerment.

Information gaps and research recommendations

There is a major gap in nutrition research re-
garding adoption as well as sustainability of di-
etary behavior change. How women respond to
environmental interventions is unknown, as is
the best channel for reaching women. For nutri-
tion interventions in women, there are more gaps
than there is knowledge (Table 5). Consequently,
there is a great need for future research (Table 6).

INTERVENTIONS TARGETING
MULTIPLE RISK FACTORS

Eight studies selected for this section of the lit-
erature review used multifactorial interventions
directed at physical inactivity, diet, and tobacco
use in an attempt to reduce the incidence of car-
diovascular disease.?*-101 Because the type of in-
terventions varied, it is not possible to say which
strategy worked best in the community. None
were designed to study women primarily, but all
included women and reported findings based on
gender. Each was conducted over a number of
years, and each used cross-sectional surveys for
the analyses.

Healthcare settings

The Family Heart Study was the only study on
women conducted in a healthcare setting.* The
incidence of cardiovascular disease was reduced
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by 15% over the course of the intervention and
was attributable to all behavioral risk variables,
that is, diet, physical inactivity, and tobacco use.
However, the extent to which each contributed is
not clear.

Community settings

Major community intervention trials include
the Swedish Community Intervention Pro-
gram,”> Bootheel Heart Health Project,'°! Min-
nesota Heart Health Program,’®°” Pawtucket
Heart Health Program,®® and the German com-
munity study.”® Cardiovascular health out-
comes measured were blood cholesterol, blood
pressure, BMI, diet, physical activity, and to-
bacco use.

Change in blood pressure. Blood pressure was
significantly lowered in the German community
intervention.” Systolic blood pressure was 129
mm Hg for the intervention group and 131 mm
Hg for the control group (p < 0.0001). Diastolic
blood pressure was 78.7 mm Hg for the inter-
vention group and 80.4 mm Hg in the control
group (p < 0.0001). In addition, hypertension de-
creased in the intervention group by 21%, and
this reduction was greater for women than men.
Others have found similar reductions in blood
pressure!? or no change at all.”®

Change in cholesterol levels. In a Swedish cohort,
the prevalence of hypercholesterolemia in
women decreased from 53% to 36% over the in-
tervention’s 5-year period.”®> A significant treat-
ment effect on blood cholesterol was observed in
the Coronary Risk Factor Study!?° but not in the
Minnesota Heart Health Program.”® Community
interventions have positively affected cholesterol
levels.

Change in obesity. In the 3-year Bootheel Proj-
ect,191 more women had a BMI >30 after the in-
tervention, 31% versus 24%. The Minnesota Heart
Health Program %7 and Coronary Risk Factor
Study'® found no significant treatment effect on
BMI. The Pawtucket Heart Health Program?® re-
ported that women were twice as likely as men
to attempt weight loss (odds ratio 2.4). However,
men were 40% more likely than women to suc-
ceed in weight loss. To date, community studies
have been ineffective in decreasing obesity preva-
lence.
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Change in diet. Dietary changes were reported
following the Bootheel project.!®! Overall con-
sumption of fruits and vegetables increased in the
intervention group and decreased in the control
group (p = 0.03)

Change in physical activity. The Pawtucket Heart
Health Program® found that women were more
likely than men to begin an exercise program
(44% women versus 36% for men) but less likely
to continue an exercise program when compared
with men (61% women versus 67% men). This
finding is similar to those of other risk factor in-
terventions in which women participate but do
not maintain their involvement in the long run.

Change in tobacco use. Tobacco use decreased
less in women than in men (27% compared with
33%) in the Pawtucket Heart Health Program.”®
A 1% reduction in tobacco use was observed in
the Minnesota Heart Health Program.’® Other
studies”>??-1%1 did not find a change in tobacco
use prevalence among women in community in-
terventions, although there were significant de-
creases in men.

Summary

In the last 10 years, there have been several
large-scale multifactorial interventions with the
goal of reducing cardiovascular disease risk.
However, none of these multifactorial interven-
tions targeted women specifically, and there was
little difference between any individual interven-
tion components that were specific to gender and
those that were applied in both genders. The re-
sults of some of the studies reviewed are promis-
ing, as they indicate that multifactorial inter-
ventions may decrease a woman’s risk of
cardiovascular disease. Generally, such risk fac-
tors as blood pressure, cholesterol level, and to-
bacco use changed as a result of the interventions.
However, the other risk factors (obesity as mea-
sured by weight change, dietary patterns, and
level of physical activity) were not significantly
affected. These results suggest that multifactorial
approaches may not be ideal for women. The ef-
fects of an intervention that targets one risk fac-
tor as opposed to an intervention that addresses
many may offer women a more focused, intense
strategy for behavior change. More research is
needed to address the optimal intervention ap-
proach for women.
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TABLE 7. INFORMATION GAPS IN INTERVENTIONS
TARGETING MULTIPLE Risk FacTtors IN WOMEN
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TABLE 9. INFORMATION GAPS IN INTERVENTIONS
TARGETING PsycHosocIAL Risk FActors IN WOMEN

Multifactorial interventions targeting cardiovascular
health

Use of theory to guide intervention development and
analysis

Descriptions of recruitment and retention

Interventions specific for women

[nformation gaps and research recommendations

The community studies leave many gaps. First,
there has been difficulty in maintaining inter-
vention follow-up, and attrition has been high in
many longitudinal studies. Second, behavioral
theory, if used to guide the interventions, was not
addressed in the publications. Third, methods for
assuring cultural sensitivity of materials as well
as research and intervention staff have been lack-
ing. Fourth, interventions that are empowering
(skill building) need to be developed to assure
sustainability beyond the grant. Fifth, the inter-
active effects of changes in each risk factor have
not been explored. Gaps for multiple risk factor
intervention studies are given in Table 7, and re-
search recommendations are shown in Table 8.

INTERVENTIONS TARGETING
PSYCHOSOCIAL INTERVENTIONS
IN WOMEN

Social support

Social networks and support have been found
to predict long-term mortality risk from a num-

TaBLE 8. RESEARCH RECOMMENDATIONS FOR
INTERVENTIONS TARGETING MULTIPLE Risk FACTORS
N WOMEN

Use theory-based interventions

Target women and subgroups

Assure cultural sensitivity of staff and materials

Measure process and intermediate outcomes

[nclude measures of intervention intensity

[ncorporate skill-building methods for sustaining long-
term results

Use qualitative methods to develop and test
interventions during the formative phase before
conducting the main study

Determine the interactive effect of change of one risk
factor on another (e.g., diet/tobacco use; tobacco
use/physical inactivity)

Evlaluate the impact of different components of a
comprehensive program on health behavior

How psychosocial factors influence behavioral risk
Conduct psychosocial interventions

ber of causes, especially from cardiovascular dis-
ease.'9? Although much of the research has been
limited to men, there is evidence for the negative
effects of social isolation on cardiovascular out-
comes in women. Most social support interven-
tions designed to affect cardiovascular health
have been conducted to improve outcomes after
a coronary event in men.!% For primary preven-
tion, social support has been effective as a strat-
egy for individual behavior change for tobacco
use, diet, and physical inactivity.'%* Community-
based interventions modifying support systems
and changing supportive environments for pri-
mary prevention of cardiovascular disease are
rarely done. Two interventions included social
support: Health Works for Women, a worksite in-
tervention that targets blue-collar working
women for risk factors of tobacco use, physical
inactivity, diet, and stress using natural (lay)
helpers,!%® and a peer-support intervention for
cardiovascular risk among African American
women aged 40 and older using lay health advi-
sors to encourage both individuals and commu-
nity groups to make the change needed to reduce
cardiovascular risk.1%

Psychosocial stress

There is evidence for a link between psy-
chosocial stress and coronary disease,!?” although

TaBLE 10. RESEARCH RECOMMENDATIONS FOR
INTERVENTIONS TARGETING PsycHOsOCIAL Risk FACTORS
N WOMEN

Conduct epidemiological studies of the association
between social ties and cardiovascular health

Consider the effect on risk factors of all social factors,
including social support

Gain a better understanding of different dimensions of
social support (functional, structural) for behavior
change

Study the types of stress women experience (multiple
roles, occupational stress) and how stress differs by
social charcteristics

Study psychosocial factors as mediating variables for
behavior change

Conduct qualitative studies of women’s perceptions of
stress
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most such research has been conducted with men.
Stress may be associated with greater risk of car-
diovascular disease in women because of occu-
pational factors of lower-level jobs with greater
job strain, low pay, and unequal distribution of
household responsibilities. Women are also more
likely to experience stress because of poverty, and
they have fewer environmental resources for sup-
port. Many of the population-based interventions
for stress management have been conducted in
worksite settings!®® using a variety of techniques,
including biofeedback, meditation, and muscle
relaxation. Most of these interventions assessed
behavioral or cognitive outcome measures (job
satisfaction, depression, anxiety, somatic com-
plaints) and were conducted in men.

Information gaps and research recommendations

Few community-based preventive psychoso-
cial interventions to address cardiovascular
health have been designed exclusively for
women. More interventions are needed to min-
imize women’s stress in workplace settings, es-
pecially for those who experience increased
stress from role strain and conflict. Women need
to be involved in designing stress reduction in-
terventions that are relevant and appropriate.
Given the strong evidence for a relationship be-
tween social networks and social support and
health outcomes, more attention is warranted
for implementing interventions at the level of
the social network!?” and acknowledging and
using the strength of women’s interpersonal
networks.!1? Gaps for psychosocial risk factor
intervention studies are given in Table 9, and
research recommendations are given in Table
10.

CONCLUSIONS

Despite the high prevalence of risk factors and
morbidity and mortality from cardiovascular
disease in women, few clinical or public health
interventions for primary prevention have tar-
geted women 85111 For the most part, the effects
of cardiovascular health interventions have been
understudied in women. Much work needs to
be done to improve cardiovascular health in
women and to learn the best ways of helping
women to adopt and sustain healthy lifestyle be-
haviors.
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Nutrition and Physical Activity Interventions to Reduce
Cardiovascular Disease Risk in Health Care Settings: A
Quantitative Review with a Focus on Women

Sara Wilcox, Ph.D.. Deborah Parra-Medina, Ph.D., Melva Thompson-Robinson, Dr.P.H., and Julie Will,

PhD.

The authors conducted a quantitative (ferature re-
view of the impact of 32 diet and physical activity
(PA) interventions delivered in heaith care seltings
on cardiovascular disease risk factors. Interven-
tion effects were relatively modast but statistically
significant for PA, body mass index or weight, di-
elary fat, blood pressure, and fotal and low-den-
sity lipoprotein serum cholesterol. Intervention
affects were generally larger ior with a
mean age >50 years and for studies with <8
maonths follow-up. Type of comparison group, type
of intarvantion, and use of a behavior theory did
not have a consistant impact on intanvention ef
fects. Few studies focused on parsons of color,
atthough the resuits from these siudias are prom-
fsing.

Intreduction

The LS. Preventive Services Task Foree's Guide ro Clini-
cal Preventive Services, considered a “gold standard” for
mmmﬂwpﬂﬂﬁﬂ
services,! recommends that all healthy adults be coun-
seled regarding diet and exercise. Heolthy People 2010,!
a nanonwide health promotion and disease prevention

Dr. Wilcox is with the Depariment of Exercise
Science, Noman J. Amald School of Public Health,
University of South Carolina, Columbia, SC 29208,
LUSA, Dr. Parra-Medina is with the Depanment of Health
Promotion and Education, Momman J. Amold Schoal
of Public Health, University of South Carolina,
Caolumbia, 5C 29208, USA. Dr. Thom
is with the Institute of Public Health, College of

Phvysical
for Dissass Conirol and Prevention, Atlanta, GA 30341,
USA,

agenda, has set the following goals for physical activiry
and dietary counseling: 85% of physicians will counsel
their patients about physical activity (PA) by the year
2010, and 75% of physician office visits made by patients
with cardiovascular disease (CVD), diabetes, or
dyslipidemnia will inchude counseling or education related
to diet and nutrition by the year 2010,

These guidelines and goals are based on evidence
that poor dietary habits and sedenuary lifestyles contrib-
ute to excessive morbidity and mortality,’ and that physi-
clan counseling for diet and exercise is effective bul not
practced often enough to have a significant impact.* Sed-
entary lifestyle and poor nutrition are major risk factors
for CVD, the leading cause of death for American men and
wiomen. ™

A mumber of reviews have documented the signifl-
cant ability of physician counseling to effect generl
lifestyle changes,” as weil as to promose PA™* and a health-
ful diet." Since the publication of these reviews, however,
a number of additional health care-based PA and dietary
interventions have been conducted. Further, all reviews
1o dat= have been narrative reviews that have not exam-
ined the magmitude of nutrition and PA counseling ef-
fects. Firally, previous reviews have not highlighted gen-
der and race/ethriicity issues. We were interested in the
effects of these nterventions for women, especially women
of color,

This updated literature review focuses on dietary and
PA counseling interventions delivered in health care sei-
tings that were aimed at reducing CVD risk factors. We
only considered articles that were focused exclusively on
women or that included women as panicipants. This re-
view also quantified the magnitude of the interventions”
effects by computing effect sizes {comelation coefficients)
for all studies. This review was conducted as part of the
Heart Healthy and Ethnically Relevant Tools praject in
which our primary imterest was dietary and PA interven-
tions for CVD risk reduction in women in general, and in
women of color in particular, Thus, a final purpose of this



review was o highlight health care interventions con-
ducted with women of colos.

Saarch Stratogy

Wa searched four electronic databases for the years 1980-
2000: Medline, Cumulative Index to Nursing and Allied
Health Litersture, Current Contents Connect, and
PrychINFO. The following key words were used for the
dist gearch: sutrition or diet combined with counseling,
primary health care. The following key words were used
for the physical activity search: exervise or PA combined
with counseling, blacks, African Americans, women, phy-
sicians, family practice, primary bealth care, intervention
health promotion. Because index scarches have been
shown to yield less than rwo-thirds of relevant articles, -2
we also searched the bibliographies of original and review
articles already retrieved.

Inclusion Critaris

The review was restricted to English language repons of
trials conducted in health care settings that investigated
the effects of PA or distary advice on CVD risk factors.
Additional criteria for the studies included were: a CVD
risk factor was incloded as en outcoms vanable [i.c., sys-

body mass index [BML, kg/m®] or body weighe, dietary fat,
energy inmks, distary fiber, PA, or exercise); the repont
wis o primary study rether than s review or practice guide-
line; the sample included women ages 2| 8 years: the study
wos published between 1980 and 2000; and a control group
or minimal-intervention group was included. Studics that
focused on pharmacotherapy were not reviewed.

Computstion of Efect Siras

In order to provide an index of the relative magnitede or
clinscal mearingfulness of the intervention effect, we com-
puted effect sizes for all cutcome varisbles specified by
our scarch criteria. In essence, this procedure removes
the scale of messurement (g.g., mm Hg, keal) and convers
all outcomes 10 a standard metric 80 thet comparisona
berween effects from different studies are possible.

The Pearson Product Moment Correlation r wes selecied
a3 our standerd merric. The use of r was chosen over other
metrics for three reasons amsculaied by Rosenthal ™ First,
studics oftbn do not provide enough daes o caloulme an
ecourme effect size &, Second, r can be used 10 convert de-
pendent rtests 1o estimates of effect sizes, whereas o can-
not. The third reascn has 1o do with the simplicity of inter-

preting r m pracuical terms: methods exist for easily conven-
qrhnmﬂmm‘uﬂﬂdmﬁﬁ
or reamment !

The computation of correlation coefficients was aided
by the softwars program Meta-Analysis 5.3." The man-
ner in which correlation cocfficients were computed was
generally dictated by the amount of information reported
in the study. Often, we were required 1o compute or con-
wert exact statistics (e.g., F, £, x*) or exact P valuestor. A
number of studics used within-subject variance to com-
pute the differences in change between the control and
intervention groups. In these casea, we easentially com-
puied a dependent i~test and convened this value to «
When this was not the case and means and stendard de-
viations {or standard errors) were repored at baseline and
followeup, we subtracied the change in the control group's
score from the change in the intervention group's acore,
divided this difference by the pooled standard devistion
ai baseline, and then converted this value to r. We used
conventional formulas, as specificd by Rosenthal and
Wolf," to compuse correlation coefficients.

The comelation cocfficient is a useful indscator of clini-
cal efficacy. It can be squared, and this value represents
the variance in the outcome variable that is explained by
imtervention status. Thus, & comelation coefficient of 0.30
indicates that 9% of the variance in total serum choles-
terol, for example, is explained by intervention statos, and
that §1% (1 = /%) is explained by other factors.”

We further coded each correlation cocfficient sccond-
ing 1o the type of CVD risk factor (PA or exercise, stage of
readiness for change in PA, BMI or weight, dietary fat,
energy intake, dictary fiber, general diet cutcome, stage of
readiness for change in dict, SBF, DBPF, total, LDL or HDL
tics (age, behavior theory specified, rype of intervention,
comparison group, and follow-up period). We noted
whether or not & suudy reponed the use of a behavior
theory (e.g., Socal Cognitive Theory, Transtheoretical
Model) o guide the intervention. Type of intervention
was coded as diet-only, PA-only, or combined interven-
kicn.

Owing 1o a limited number of results for some of the
CVD risk factors, we only examined moderating effects for
PA or excreise, BMI or body weight, diewry fat, SBF, and
total cholesterol. We did not compute-correlation coeffi-
cients thai compared two or more distinct interventions
{in the absence of & conerol or minimal intervention group).

Summnary of Articles

A tomal of 45 health eare~based imervention papers were
reviewed and are included in Table 1. Of these, rwo did not
repon adequaies data to computs correlasion coefficients,
five reporied on an ongoing intervention or were descrip-
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Table 1. Summary of Physical Activity, Diet, and Combined Interventions Conducted in Health Care Settings (continued)
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Table 1. Summary of Physical Activity, Diet, and Combined Interventions Conducted in Health Care Settings (continued)
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trvie papers of intervenbions included in our review, three
reporied on the same populanon at different follow-up
points, rwo reponed only comparisons between rwo dif-
ferent types of interventions, and one did not distinguish
the type of outcome. Thus, correlation coefficients from
32 unigue imterventions were available for analysis. Eleven
studies included PA-only interventions, 13 included diet-
ooly imerventions, and eight incloded combined inter-
ventions. From these 32 interventions, 170 correlation
coefficients were computed across the CVD risk factors
because many studies contriboted muhiple correlation
coefficients for the same CVD) risk factor (e.g., different
follow-up periods or different comparison groups, eic.).
We chose not o repon correlation coefficients weighted
by sumple size, &8 is common in mels-analyses, because
doing so would over-represent these studies in the effect
size estimates.

Corralstion Coefficlents for CVD Rigk Factors
The mean correlation cocfficients by each of the CVD risk
factors are presented in Table 2. The average effect of
trestment was generally small but statstically signaficant
(P =10.05; 95% confidence interval [CI) does not include 0)
for PA or exercise (7= 37), BMI or body weight (s = 22),
dietary fat(n=21), SBF (n= 14), DEP (r= 4], wtal serum
cholesterol (= 25), and LDL (n = 9). Correlation cocifi-
cients were not statistically significam for PA stage of
resdiness for change (n = 3), energy intake (n = 2}, general
dietary factors {m= 1), dictary fiber (m =6}, distary stage of
readiness for change (=3}, or HDL (n= 1 0}). Means that
were computed from 2 small number of correlation coeffi-
cients should be imterpreted cautiousiy.

Tabla 2. Mean Effect Sizes (r) for CVD Risk Factors

Maderating Factors (Stratified Analysis)

As i customary in the reporting of effect sizes, we also
examined whether correlation coefficients for CVD risk
factors (PA or exercise, BMI or weighe, dietary fay, SBE,
and total serum cholesterol) differed when swatified by
important moderating variables: pamicipant age (coded as
mean age of sample 550 years or =30 years), use of a be-
havioral theory o guide the intervention (coded as no
stated theory or a stated behavioral theory), type of inter-
vention (coded as PA only, digt only, or combined imer-
vention), type of comparison group (coded as usual care,
brief counseling, or pre-post design), and follow-up pe-
riod [coded s <6 months or 26 months). The oumber of
correlation coefficients for each stratum is presented in
Table 3, Comrelation coefficient fior OV risk facsors, stran-
fied by moderating factors, are shown in Table 4.

Age. With the exception of SBP, interventions tended
to produce larger effects in samples with a mean age of
=50 years.

Behavior theery. The moest commen theories or mod-
els were Social Cognitive Theory, the Transtheoretical
Model, and behavior modification principles. Thewseof a
behavior theory 10 guide the intervention did not have a
major impact on study effectiveness, although for both
BMI and SBF, studies using a behavior theory produced
somewhat larger correlation cocfficients than studies not
reporting the use of a behavior theory. Intervention ef-
fects were somewhat larger, however, for dietary fat in
studies that did nor report the use of & behavior theory,

Type of intervention. Diet-only interventions were
somewhat more effective in reducing body weight than
PA-paly or combined interventions. Combined interven-

CVD Risk Factor " r #5% C1
Physical activity

Physical activity k) 00983 Q0T47=0.1220

Stage of change L] 0.0676 0214443496
BMI or weight = Qu0RS3 QE 701331
Diet

Fat 2 Q21 0085101571

Caloric intake 2 02350 =0 SGE-1.00

Creneral {not specified) 2 1160 ~{0. T6E—1.00

Fiber & {1561 0019203315

Swuge of change 3 OATOS =25 14=1.00
Blood pressure

Systolic 14 00572 0.0315-0.0829

Diastolic 14 a5 Q.00 T0-0U0817
Serum cholestero

Total » 08a2 0052001205

HOL 10 QU0 (L0330 0652

LI q 00612 QO167-0 1057

A positive r indicates a favorable imervention oumcome, with larger mumbers representing larger efTects.
Hote: CVD = cardiovascular disease, Cl = cenfidence interval. HDL = high-density lipoprotein, LDL = bow-density lipoprotzin, BMI

= body mass index (kg/m?).
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tive papers of interventions included in our review, three
reported on the same populaton at different follow-up
points, rwo reponed only comparisons betwesen rwo dif-
ferent types of interventions, and one did pot distinguish
the type of outcome. Thus, correlation cosfficients from
32 unique interventions were available for analysis. Eleven
studics included PA-only interventions, 13 included diet-
coly interventions, and eight incladed combined inter-
vemtions. From these 32 imerventions, 170 correlation
coefficients were computed across the CVD nisk factors
because many studies contribomed muhiple correlation
coefficients for the same CVD sk factor (e.g., different
follow-up penods or different comparison groups, eic. ).
We chose not o repon correlation coefficients weighted
by sumple sine, a2 I8 common in mels-analyses, because
doing so would over-represent these studies in the effect
size estimates.

Corralstion Coafficlents for CVD Risk Factors
The mean correlation cocfficients by each of the CVD risk
factors are presented in Table 2. The sverage effect of
trestment was generally small but stanstcally signaficant
(P <1).05; 95% confidence interval [CI] does not include 0)
for PA or exercise (== 37}, BM] or body weight (s = 22},
dietary ft (n=21), SBP (n= 14), DBP (n= | 4), wotal serum
cholesterol (= 25), and LDL (n = 9). Correlation cocifi-
cients were not statistically significam for PA stage of
readiness for change (n= 5), energy intake (n= 2}, general
dietary factors {n=2), dictary fiber (mr=6), dictary stage of
readiness for change (= 3}, or HDL (s = 10). Means that
were computed from a small mamber of cormelation coeffi-
cients should be imterpreted cautiousty.

Tabla 2. Mean Effect Sizes (r) for CVD Risk Factors

Moderating Factors (Stratifled Analysis)

As is customary in the reporting of effect sizes, we also
examined whether comrelation coefficlents for VD risk
Factors (PA or exercise, BMI or weighe, dietary fay, SBE,
and total serum cholesterol) differed when statified by
important moderating variables: parucipant age (coded as
mean age of sample S50 years or =350 yesrs), use of a be-
havioral theory to guide the intervention (coded as no
stated theory or a stated behavioral theory), rype of inter-
vention (coded as PA only, digt only, or combined imer-
vention), type of comparison group (coded as usual care,
brief counscling, or pre-post design), and follow-up pe-
riod (coded as <6 months or 26 months). The oumber of
carrelation coefficients for cach stranam is presented in
Table 3, Correlation coefficients for CVD risk factors, strati-
fied by moderating factors, are shown in Table 4.

Age. With the exception of SBP, interventions tended
1o produce larger effects in samples with a mean age of
>50 years.

Behavior theory, The most common theories or mod-
els were Social Cognitive Theory, the Tranmtheoretical
Model, and behavior medification principles. The use of &
behavior theory 1o guide the intervention did not have a
major impact on study effectiveness, although for both
BMI and SBP. studies using & behavior theory produced
somewhat larger correlation coefficients than studies not
reporting the use of a behavior theory. Intervention ef-
fects were somewhat larger, however, for dietary fat in
studies that did nor repart the use of & behavior theory,

Tvpe of intervention. Diet=only interventions were
somewhat more effective in reducing body weight than
PA-only or combincd interventions, Combined interven-

CVD Risk Factor " r #5% Cl1
Physical activity

Physical activity n 0093 0.0747-0,1220

Sge of L 00676 0214403406
Bl or weight = (u0es3 DG 7601331
Diex

Fat 21 2L 0.0851-0.15T1

Calboric intake p 02350 =0 996E-1.00

Greneral (not specified) 2 01169 —0.7668-1.00

& 0.1561 -0.0192-03315

Suge of change 3 04705 ~0.2514-1.00
Blood pressure

Systolic 14 00572 0,0315-0.0829

Diastodic 14 et .01 70-0.0817
Serum cholestero

Total o] 00862 0052001205

HOL 10 QR0 0023300652

LIL a 00612 QOET-0. 1057

A positive F indicates & favorable iervenbon omeome, with lafger msmbens representing larger effects
Hee: CVD = cardiovascular disease, Cl = confidense interval, HDL = high-densiny lipoprotein, LDL = low-demity lipoprotzin, BM]

= body mass index {kg/m?).
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Table 3. The Number of Correlation Coetficients (of

119) Reprasanting Each Level of the Moderating

Variable for Cardiovascular Disease Risk Factors
Number of

Correlation
Coeilicients

Moderating Variabie

A
gﬂﬂﬂuwﬂtlmmﬁﬂm
Samples with 8 mean age =50 years
Em.ﬂﬁ'hﬁdmtn-pmt mcan age

gﬁm:dm;nbﬂuwu—m}-
niot report using a behavior theory
of Intervention
A-only
Driet-only
Combined
Comparison Groups
Compared intervention with no treatment
or usual cane
InfervEeEnon
Pre- and post-companrisons
Follow-up Period
Follow-up period of 26 months
Follow-up period off <6 months

bl
6l

s

bl B

Mote: PA = physical activity,

nons were more effective than PA-only inerventions in
reducing blood pressure, PA-only interventions only mea-
sured PA outcomes, and these interventions produced
correlation coefficients comparable with combined inter-
ventions in increasing PA. In sddition, dist-only and com-
bined interventions were equally effective in reducing to-
tal serum cholestercl and dietary fat,

Comparison groups. The majority of studies reviewed
compared an intervention group with a no-treatment or a
usyal-care control group, making the examimation of cor-
relation coefficients by type of comparison difficult. No
consistent pattern in effect size was noted when studies
compared an intervention group with a no-treatment con-
trol group, an intervention group with a minimal interven-
HON group, of prereatment with post-treatment scores (not
shown in Table 4). The majority of studics used random
assignment, with madomization occurming at the level of
the patient, health care provider, or clinie/site.

Follow-up period, Several long-term intervention
studies included in this review reported on several CVD
outcomes at multiple time perieds, which contributed to
the large number of comrelation coefficients for longer-
termn Studies, Intervention effects were generally greater
for PA when the follow-up period was <é months than

Table 4. Mean Effect Sizes {r} for Cardiovascular Dissase Risk Factors by Moderating Factors

Systolic Blood  Total Serum
Physical Activity  BMI or Weight  Dietary Fat Pressure Cholesterol
] r cn ] F - ] r " r " F
(95% (95%% (95%: (95% Q5%
Mean sample age = - e
50 vears 19 008 B Do 2 ol 5 oo W D.0ose
(0.06=0.11) (—0u01-0.15) (0.07-0.14) {0US—0.05) (0.01=0.11)
=50 years 17 Qe (E 7 D5+ 9 005 5 Ol
(0070, 16) (0.02-0.16) (0.08-026) (0.01=0.0%) (0.06-0.15)
Behavior theory
Mo theory specified 14 0.11® I 008 g 0as* B (uie® 17 O3
(0.05=0.16) (0.00-0.12) (0.10-0213 (0.01-0.07) (i0-0.12)
Theory specified 0 i aie 3 00+ 6 Dose 2 0o
(0.07=0.12) (0.03-0.19) (0.05-0.15) (0.05-0.12) (0030 18)
of intervention
~omly % 0 2 007 0 2 Hic 0
(0.07=0.12) (=0.06—020) —=0.13-0.18) i
Driet-only 0 7 0le* 2 o+ ] [
(0U01-0.300 (008-0.18) (000133
PA + Dier 11 i I3 005 2 0= 2 008 i o0
(D.05-0.18) (0.01-0.08) (0.05-0.17) {0.03-0.09) (0.03-0.15)
Follow-up period
< momnths 4 013 3 014 2 013+ ) 0.5 0.7
(0.08=0.1T) (=0.22-0.50) (0.08-0.18) [~038-0.47) (=0.17-0.32)
26 months 2 (.0B* 12 0.08* 2 an* O 19 0.8
(0.05-0.11) {0U05-0,13) (0.06-0.17) {0L0G-0U0%) (000123

* P <0.05. A pasitive r indicates 3 favorable intervention outcome. with lasger numbers representing larger effects.
Mote: Cl = confidence interval, PA = physical activity, BMI = body mass index (kg/m?).
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when the follow-up period was 26 months. Otherwise, ef-
fects of shorter- and longer-term follow-up pericds were

sirmidlar, It is important to note, however, that the number of

correlation coefficients contributing v BMI, SBP, and to-
tal serum cholesterol means for shoner follow-up periods
was small, and these findings should therefore be inter-
preted with caution,

Discusslaon

Major Findings
To our knowledge, this is the first review 1o éxamme the
magnitude of effects of PA and dictary infervention stud-

!uhhﬁmhﬂﬂmmpw

blood Imml Thtd:.'ltlplhtn-f
snudy and existng scientific literature should dictate the
interpretation of effect size magnitude, """ Whereas small
by conventional statistical definitions." these findings
are likely to be meaningful when considered from a public
health perspective. Clinical settings offer 3 way o reach a
large proportion of the population, especially when low-
income community health care clinics are incladed. CVD
risk factors, many of which are reduced by increased PA
and improved diet, are prevalent in the United States and
other countries.” In addition, these effects were seen even
though the intensity of interventions uvmﬂmﬂaﬂm
be mdest, often mvnlmg brief

by & health care ted educational materi-
wm.%dm assessments are subject 1o

considerable measurement error, which amenuates true
correlation coefficients. In fact, probably owing to the
difficulty of implemeniing lengthy assessments in healh
care seitings, many of the measures of PA and diet used in
these studies were single-item or very brief inventories.
The true magnitude of effect is likely to be larger than
reported here.

Intervention effects were generally larger for samples
with & mean age >30 years. CVD risk factors increase with
age and interventions are therefore likely to show a greater
impact on the populations most in need of change. In
addition, for PA in particular, interventions with <6 months
of follow-up tended to have grester effects. This finding
is consistent with the commaonly reported declines in ad-
herence 10 PA over tme and high dropout rates. [t also
sugges1s that the factors and imterventions that initally
promote FA may be different from those thay sustain PA
over time, and that health care-based interventions should
strive 10 address behavior maintenance,

The fact that combined interventions had similar ef-
fects on total seram cholestercl, PA, and dietary fat as
single-behavior interventions is important. [t suggests that
interventions are not *diluted” when they focus on more

than one behavior simulanecusly. It was surprising that
studics repoming the use of a behavior theory w guide
the intervention did not generally lead to sronger effects,
except perhaps for weight loss and blood pressure. In is
possible that other interventions did, in fact use behav-
toral principles but the authors of these studies did not
specifically report the use of these principles. Alterna-
tively, the brief narure of most of the interventions re-
viewed might mot allow for behavior theories to have a
ITLEjOF fpact.

Finally, a number of studics were tailored to the par-
ticipants' stage of readiness for change and included briel
follow-up contact (e.g., mailings, telephone contacts).
Many of the studies in our review that produced larger
correlation coefficients included talloring 1o stage of readi-
ness for change or 1o ethnic group and follow-up con-
TACLS.

interventions with Persons of Color
Of the studies reviewed, the vast majority included a small
percentage of persons of color or none at all. In the inter-
vention by Hyman et al. ™ 80% of the sample was persons
of color, The intervention was aimed a1 reducing dietary
fat in two public health chinics. The control group received
brief physician dictary counseling, whereas the interven-
tion group received four diet classes and computer-inter-
active ielephone calls. Although the intervention group
showed a reduction in serum cholesterol levels, the differ-
ences between groups for serum cholesterol, dietary fat,

Twao sdditional interventions that were reviewed, the
Somheast Cholesteral Projecr® and the North Carolina
WISEWOMAN Project,™ were conducted with ethnically
diverse samples of low-ineome individwals (51% and 4 1%
of the participanis were persons of color, respectively).
The Scutheast Cholesterol Project used the “Food for
Heart Program,” which consists of a dietary risk assess-
ment, clinician counseling maierials, and culturally spe-
cific patient education materials for individuals of low so-
cipeconomic status from the southern United States. This
project was conducted in 21 low-income communiry and
rural health cemers. Clinicians were randomized to pro-
wide either usual care or & dietary intervention that in-
cluded clinician dietary counseling, culturally specific
educational materials, referral to 2 dietitian st 4 months if
cholesterol remained slevated, and referral for drug meat-
ment at 7 months if cholesterol remained elevated, Signifi-
cant improvements were noted for total serum cholesterol,
LDL, and dietary change. Further, correlation coefficients
tended to be larger than those reported for our overall
FEVEW,

Similarly, the Morth Carolina WISEWOMAN Project
was conducted at Breast and Cervical Cancer Early Detec-
tion Program sites. This project compared the delivery of
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the “Mew Leaf™ program (an enhanced intervention based
on the “Food for Heart Program™ that included three inter-
vention counseling sessions with printed educational
materials) with a minimal intervention (CVD nisk assess-
ment, and referrals and counseling as indicated). Thus,
this program was also culturally wilored and designed for
individuals of low socioeconomic status. Although the
enhanced intervention produced larger effects than the
minimal intervention for dietary change, the two groups
were not significantly different for other CVD outcomes.
Hewever, significant pre-post changes in CVD outcomes
ocewrred for both groups, and the correlation coeffcients
were often larger than reported for our overall review.

Together, these rwo studies indicate that imerven-
tions that target at-risk and underserved groups can pro-
duce significant effects when they are tailored to the popu-
lation of interest. Clearly, more studies are needed to ad-
dress the effectiveness of PA and dictary counseling de-
livered in health care settings with financially disadvan-
taged and ethmically diverse individuals.

Study Limitations

Although & number of benefits to computing effect sizes
exisi, limitanions to the use of effect sizes are well de-
scribed by Glass and colleagues and summarized by
Wolf." First, conclusions drawn by comparing and aggre-
gating studies that include different measuring techniques,
definitions of variables, and participants raise difficulties.
In our review, the structure and delivery of the interven-
tions varied greatly, as did participants (including by coun-
try of residence), end very few studics used the same dict
and PA outcome messures. For example, some stadies as-
sessed minutes per week exercised, whereas others as-
sessed whether or not the person could be classified as
regulariy active, These issues were more pronounced than
they would be, for example, in drug efficacy studies, where
outcomes may be more standard (¢.g., blood pressure),
Second, meta-analysis techniques have been criticized for
mixing “poorly™ designed studics with “good™ stadies,
which may attenuate or exaggerate outcomes, depending
on the type of threms wo validity,” In this study, we did
not code for study quality. The vast majority of studies
were randomized clinical mials, however, rather than quasi-
experimental designs. Third, significant findings are more
likely 1o be published than nonsignificant findings, which
may bias results. Finally, multiple results from the same
study (i.e., results that are not independent) may make the
results appear more reliable than they wruly are. Although
we tried to limit the number of effect sizes in our review by,
for example, averaging across diffesent measures of the
same construct (2.8, different scales used to assess PA),
some studies still contributed multiple effect sizes to the
anatyses." Finally, if moderating factors are associated
(e.g., if diet-only studies also 1end w0 be shom erm), re-

sults of analyses by moderating factors may not provids
an accurate descniption of the role of the moderating fac-
tor. Thus, we recommend that 1o develop an intervention
for health care seftings, it is prudent 1o examing the com-
ponents of the reviewed studies, the participant charac-
teristics, and the outcomes to determing whether the in-
tervention is likely to be feasible and effective.

Summary

This study was unique in that it examined the magnitude
of the effects of dictary and PA interventions delivered in
health care settings in reducing CVD risk factors. Our
analyses indicate that these interventions, on average,
were effective. Although intervention effects tended to
be modest in size acconding 1o standard criteria, they wers
generally statistically significant and likely 1o be of sig-
nificance to public health. A nationwide goal s 1o elimi-
nate gender, ethnic, sociocconomic, and other disparities
in health by the year 2010.? Health care sertings have great
potential for helping 1o reduce dispanities in CVD risk fac-
tors and outcomnies. Most adults visit their health care pro-
vider at least once & year.® The fow studies done to date
with persons of color show promising results in reducing
CND risk factors, A common component of these studies
is that the interventions are culmurally relevant and tai-
lored to the target population. Additional studies con-
ducted in a range of health care settings, serving diverse
patient populations, and addressing the longer-term main-
tenance of health behavior change will be invaluable in
better understanding how to improve the health of cur
nANON.
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Logic Model Describing WISEWOMAN
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